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Themel:

Regulation on GM crops

- How to protect adverse effect on biological
diversity in Japan -




Regulations on GM crops

1. Food Safety: Food Safety Law

2. Feed Safety: Feed Safety Law

3. Biosafety: Cartagena Law(*) |

4. Food Labeling: Food Safety Law & JAS Law

(*) Act on the Conservation and Sustainable Use of Biological
Diversity through Regulations on the Use of Living Modified
Organisms (Act No.97 of 2003)



Regulations on GM crops (Cont.)

e

Biosafety

- MAFF (Ministry of Agriculture,
Forestry and Fisheries)

% MOE (Ministry of Environment) )

4 / ™ 4 \ ~
Food safety Feed safety
- MHLW (Ministry of Health,
Labor and Welfare) - MAFF o
- Food safety commission ) + x Food safety commlssmn/
4 . )
Food labeling

- MAFF

- Consumer Affairs Agency




Outline for approval

[ Developer 1

MAFF | > | MoE
4 L

Consultation with experts (committee on Assessment
of Adverse Effect on Biological Diversity)

| |
4 L

[ Assessment report and proposal of approved use 1
| |

4 L

Public consultation

4 L

Decision and announcement for approved use by
MAFF and MoE
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Decision making process based on science

“Standard Operating Procedure of risk assessment
and management for GM Crops in line with
Cartagena law (SOP)”

€ Scope of SOP

Enhancing the performance, transparency and
scientific consistency on evaluation and decision

(issued in homepage of MAFF on August 31st, 2010,
http://www.maff.go.jp/j/syouan/nouan/carta/c_data/sop/index.html)



Decision making process based on science
(Cont.)

& Outline of SOP

1. Application and risk assessment for approval

v'Gathering and evaluating information preliminarily
(where appropriate establishing risk assessment policy)

v’ Conducting risk assessment

v'Public hearing on the result of risk assessment and the
proposal of approved use

v"Monitoring and reviewing management decisions

2. Measures for non-approved GM crops
v'Gathering information preliminarily
v'Conducting risk assessment
v Implementing on-site inspection
v'"Reviewing management decisions



Data requirement

- Laboratory/ Greenhouse testing

- Isolated field testing in Japan(*)

4 Request for permission

. Data gathering through |solated field testing y

(*) in case of new event



Approved use for GM Crops

The number of Approval

Name of .
Crop Trait Isolated General use
field (Cultivation)
Soybean He_rb|C|de tolerance, High oleic 9 7(4)
acid content
Maize Herblmde tolerance, insect - 46(44)
resistance
Canola Herbicide tolerance 2 10(8)
Cotton Herblmde tolerance, insect 4 16(0)
resistance
Rice hay fever alleviation, disease 50

resistance




Approved use for GM Crops (Cont.)

The number of Approval

Name of Trait
Crop Isolated  General use
field (Cultivation)
Sugar e icide tolerance 1(1)
beet
Bentgrass Herbicide tolerance 1
Alfalfa  Herbicide tolerance 3(3)
Rose  Colored petal in blue 2(2)
Carnation Colored petal in blue 3 6(6)
8 Crops 43 83(60)
10 Plants 46 91(68)
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Monitoring

Food Monitoring <——— Feed Monitoring

Wrmation sharV

___________

a"
-~
e

€ Purpose
To prevent the import/distribution of GM crops without approval for use

€ Inspection Agency
Plant Protection Station

€ Target
v Papaya (PRSV-YK; Feb. 2011 - present)
v Flax(FP967; Jul. 2010 — present)
v Corn (CBH 351; Mar.2005 — Mar. 2010)
v’ Corn (Bt 10; May. 2005 - Mar. 2010)
v' Corn (DAS59132; Apr.2008 - Mar. 2010)
v Potato (Newleaf; Mar.2006 — Mar. 2008)
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Theme2;

Current situations




GM cultivation in Japan

No GM crops have been cultivated

Only field trials and “Blue
Rose” commercial
cultivation

T

Country colored in yellow has No GM cultivation

Source: ISAAA, 2011 13


http://ja.wikipedia.org/wiki/%E3%83%95%E3%82%A1%E3%82%A4%E3%83%AB:Blue_Rose_APPLAUSE.jpg

Public awareness (PA) on GM crops

Public opinion research was conducted by MAFF (Ministry of
Agriculture, Forestry and Fisheries) regarding processed soy
products in Sep., 2008

“What is your opinion on processed GM soy products?”
(1,295 responses out of 2,000 interviewees)

4.4

® \Would not buy
6.3

Would buy depends on price
6.2

®m Don't care about whether GM or
not
m Can't say anything

m Others
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Import of GM crops (2010)

Corn Soybean
Country JAmount (*1) % of GM(*2) | |Country Amount (*1) % of GM(*2)
U.S. 13,768 88%| |U.S. 1,894 95%
Brazil 888 65% Brazil 533 83%
Argentina 424 85% |canada 355 81%
Others 213 - Others 49 _
Total 15,293 - Total 2831 _

(*1) thousand tons

(*2) Area where GM varieties are harvested

Sources: Trade Statistics of Japan (Ministry of Finance), ISAAA
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Use of Imported GM crops

Imported Corn Is used
mainly for feed.

Imported Soybean is S
used mainly for oll. [
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http://illpop.com/img_illust/food/seasoning_a13.png

Example of labeling

® Name : “Tofu”(soybean curd)

@® Ingredient : Soybean(non-GM)

—

- GM: Mandatory

@ Contents : 1009 ,Q\%non-GM: voluntary

@ Best-before : March 28, 2013

“GM?” labeling is not required for the following food:

* Processed food impossible to detect “foreign® DNA.
(e.g., oil, corn syrup)

« Unintentional commingling of 5% or below
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PA activities

tool

- Public meeting
- Public hearing

- Press conference

- Fax or e-mall
- Mail magazine
- Web

- Q&A

Opportunity

- Enforcement/Amendment
of regulation

- Approval of GM crops

- Accident e.g., unapproved
GM crops found
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Short conclusion

- Many people In Japan have concerns about
GM crops.

- The concerns are mostly about food safety.

- Few people In Japan know that large
amount of GM crops are consumed In a
daily life (e.g., oll, corn syrup).
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Theme3;:

A case of unapproved GM papaya
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Papaya in Japan

- Cultivated mainly in Okinawa pref.

Year Yield (t) Area (ha)
2008 207 24.1

- Consumed as vegetable and fruit

Tokyo

--------------------------

-------------------------

Okinawa pref. 21



Papaya in Japan (Cont.)

GM papaya in Japan

In 2010, the importation of GM papaya “55-1 (Rainbow),”
mainly cultivated in Hawaili, was approved.

7

“55-1” In the United States

2006 APHIS, USDA issued the non-regulated status

2007 FDA completed the consultation to be “not materially
different, in terms of food safety and nutritional profile, from
red-pigmented papaya varieties with a history of safe use”

2009 App. 76 percent of total papaya in the United A
States is represented by Rainbow o .‘3
(source: www.hawaiipapaya.com) : v
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Case of unapproved GM papaya; Summary

Dec. 2010 Received information on potential distribution of an
unapproved GM papaya

Feb. 2011 Completed the analytical method for detection

Analyzed all papaya varieties

Apr. 2011 Confirmed the variety labeled “Tainung no.5”
contains GMO

Tracked down where “Tainung no.5” is cultivated

Dec. 2011 Confirmed app. 8,000 trees are being cultivated
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How to analyze seeds

and seedlings

Collected seeds and seedlings of all papaya varieties available

In the market

e
Analyzed them by PCR technique (detecting the specific DNA
seqguence unique to GM papaya)

100 seeds sample randomly selected from a lot

The result

shows what?

on |

1 seed sample randomly
selected from a lot (10 times)

l Non-GM

e

\.

Cost Inspection, transportation,
Resource human, laboratory, budget,




How to track down “Tainung no.5”

Found papaya growers in cooperation with farmers
union

N
Checked individually sales/cultivation record

- =

(If necessary) analyzed the sample collected from
the papaya field by PCR technique

(- )

Cost inspection, transportation,

Resource human, laboratory, budget,

\. J




Features of GM papaya labeled “Tainung
No.5”

- Since 2005, all the papaya seeds labeled “Tainung No.5”
had been imported from Taiwan-based company named
“Taiwan Agricultural Development Co.,Ltd.”

- From 2006 to 2008, app. 5kg (25 million grains) of “Tainung
No.5” were imported

- App. 8,000 trees of “Tainung No.5"
were confirmed being cultivated in
Japan
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Measures taken

- Cultivated “Tainung No.5" trees
—> All cut down by Dec, 2011.

- Monitoring for wildly growing

papaya
- GM testing for all papaya seeds and
seedlings imported to Japan

—s Still going on,,,

r

\_

Cost cutting, inspection, transportation,

Resource

human, laboratory, budget,
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Public Relations strategy

Principle

To Issue as much correct information, even
though it is unfavorable, as possible

To maintain consistency

To take into consideration that stakeholders have
different concerns (e.g., food safety for
consumers, and economic loss for growers)

To take into consideration that authorities in
charge of not only biodiversity but also food safety
maintain close relationship
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Public Relations strategy (Cont.)

Actions based on the principle

Dec. 2010 Info. on potential —
distribution

Feb. 2011 Completion of

detection method B
-
Analyzed all
papaya varieties
~—

Apr. 2011 Confirmation of <
“Tainung no.5”

- Press release and press
conference

- Created HP

- Appointed spokesperson

- Press release (Updated HP)
- Press release (Updated HP)

- Requested looking for
“Tainung no.5”

- Public meeting
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Public Relations strategy (Cont.)
Feb. 2011: Completed the analytical method for detection

1. Issued this event for the first time

(Why,,,) to avoid any misjudge due to false
positive/false negative

2. Issued a MHLW's statement on food safety, and a
MAFF and MOE's statement on potential adverse
effect on biological diversity

(Why,,,) to avoid confusion and/or deterioration of
perception on this event
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Public Relations strategy (Cont.)
Feb. 2011: Completed the analytical method for detection

3. Created Official Web site covering all information
on this issue

(Why,,,) to avoid any rumor caused by secondary
source of information

4. Appointed spokesperson
(Why,,,) to maintain consistency of MAFF’s standpoint

5. Prepared Q&A and shared it among authorities
iIncluding local governments
(Why,,,) to let the authorities states consistent annoucement
31



Public Relations strategy (Cont.)

Content of Web site
1. GM crops
(1) What is GM crops?

(2) How to protect the adverse effect on
biological diversity

2. GM papaya
(1) Profile of papaya
(2) GM papaya developed in the United States
(3) GM papaya under R&D process in Taiwan

3. Information on food safety regarding GM
papaya (statement of MHLW)

4. Analytical method for detection

32



Public Relations strategy (Cont.)
Feb. 2011 through Apr. 2011: Analyzed all papaya varieties

Constraint of capacity for
analysis (1week/1 variety)

—> Gave priority fruit papaya

(Why,,,) fruit papaya has high
market value (the most important
Information for growers)

Collected papaya variety

|

Analyzed it

Made public the result
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Public Relations strategy (Cont.)
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Public Relations strategy (Cont.)

Apr. 2011: Confirmed the variety labeled “Tainung no.5” contains GMO

1. Requested looking for “Tainung no.5”
- Web site (MAFF, local government)
- Media (local newspapers, local TV channels)
- Newsletters by local governments

2. Public meetings with stakeholders
- Papaya growers
- Farmers union
- Market (Sales brokers)
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Public Relations strategy (Cont.)
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|l essons learned

1) The more information, the more effective/efficient
management

- Information on lots of seed that are expected to
contain no unauthorized GM seed

- Information of quality control of seed In

producing countries

\ J
Y

as important as the information on
unauthorized GM seed !
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Lessons learned (Cont.)

2) Close relationship between authorities cannot be
over-emphasized
Seed developer and/or companies involved are not

always enough as information provider (the size may be
small 1)

—s Government agency IS more appropriate to
provide information

3) Close relationship with domestic authorities is also
Important

—> In case of papaya, Ministry of Environment, Ministry of

Health, local governments are all key players. -



Lessons learned (Cont.)

4) Principle Is the most important key to success
of public relations

Principle

-4 L

Action based on the principle

-4 L

trusted relationship with public
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Contact Info.
Takahiko Nikaido

Associate Director

Plant Products Safety Division, Food Safety and Consumer
Affairs Bureau, Ministry of Agriculture, Forestry and
Fisheries, government of Japan

1-2-1 Kasumigaseki, Chiyoda, Tokyo 100-8950,
Japan
Phone +81 36744 2102 Fax +81 3 3580 8592

takahiko nikaidou@nm.matff.go.jp
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