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Section I. Executive Summary:

Japan remains the worl dos | argest per ucedaping
modern biotechnology. Awally Japanmports about 16 million metric tons obrn and four million
metric tons of soybeans, approxingtiiree quarters of which are produced through biotechnolog
Japan also imports billions of dollars worth of processed foods that contain bdet@ctd oils, sugars
yeasts, enzymes, and otlegredients.

The biotech regulations in Japare sciencéased and transparent, and rexgntsare generally
reviewed and approved within acceptatiriee periods that mostly align withdustry expectationTo
date, over 130 events have been approgetbbd use.GOJ completed the review of 44 events last
year, a strong indication that the regulatory system is, in fact, functiokiogever, assuming an
increase over the next decade in the number and types of biotech events released to theemarke
overall approval spedad Japan may become significantly slowés with other regulatory systems
around the world, Japands biotech revi eAsone
of the worl dbds | ar ge s tcrogs,ahe impravpment af biotealpregulataryr
system, focused on lortgrm trends in biotechnology, will benefit all stakeholders.

So far, over 95 events in 7 crops have been approved for environmental release, which include:
cultivation. However, the litech rose released by Suntory in 2009 is the only biotech crop
commercially cultivated in Japargo far, there is no commercial cultivation of biotech food crop in
Japan.

Section II. Plant Biotechnology Trade and Production:

Processed Products

Japanmports 16 million metric ton (MMT) of corn annually exclusively from the United Stadds.
those 16 MMT of corn, 4 million metric ton of corn is for food uBeior tothe increase inrgin prices
in CY2008, most food corn imported into Japeas norbiotech, which is more expensive than xion
segregated corn, which is practically all biotedtese spikeforced Japanese food manufacturer to
switch to costkffective biotech corn since manufacturers were loathe to pass along higher prices
consumers Much to surprise of industry watchers, there was no significant media attention or ar
consumer reaction to the introduction of biotech corn to Japanese food industry. The use of bior
corn has increased by almost 50 percent, but has not replacesktiof costly nehiotech corn.One of
the reasons that ndrotech corn still holds the majority share of the market is that that major
manufacturers of O6happoshué, aka nt hlikerddnk c a
brewed with normalt material fill insistonusingnostbi ot ech corn. Al |l f o
manufacturers in Japan claim that they are usinghbmatech corn in their websites, possibly out of f
of consumer rejection.

In Japanthreetypesof biotechclaimsmaybe madewith regardto food; 1) NonrGMO, 2) GMO, andl
3) nonsegregatedTo makelabelingclaimsaboutfoodsor ingredientsn thefirst categorythe
commoditiesmustbe handledunderanidentity preservatior(IP) systemandsegregateérom biotech
commodties. Also, cominglingof biotechproducts(which mustalsobe approvedy the Japanese
regulatoryauthorities)mustbelessthan5% by volumein orderto makethe claim thatthe productis
'nonGMO'". 6 G M @rdductsmustbelabeledassuch. Lastly, productsinthe6 GMans e gr e ¢
categoryareonesin which identity wasnot preservedhoughthedistributionchannelandtherefore



assumedo be primarily derivedfrom biotechvarieties. Manufacturersisingnonsegregated
ingredientdn processegroductsin manyinstancesarenotrequiredto labelunderJapaneseules,but
maydo sovoluntarily.

Theuseof 6 N ® g r e iggredientthdsbeenwidespreador severalyears,andindustrysources
reportvery few recentinquiriesfrom consumersegardirg the useof thisterm.

Source Biotech Processed product (ingredient) Examples of final processed
Crop from biotech crop products
Corn Corn oil processed seafood, dressing, oil.
Corn starch ice-cream, chocolate, cakes, frozen
foods
Dextrin bean sacks
Starch syrup candy, cooked bans, jelly, condiments
processed fish
Hydrolyzed protein potato chips
Soybean Soy sauce dressing, rice crackers
Soybean sprout Supplements
Margarine snacks, supplements
Hydrolyzed protein pre-cooked eggs, padigef jerky,
potato chips
Canola Canola oil fried snacks, chocolate, mayonnaise

Source:Modifiedfrom the NikkeiBiotechnologyAnnual,2009

Despitethewidespreadiseof biotechingredientsmanufacturerandretailersstill reportaconsumer
biasagairsttheiruse. A goodexampleis theJapanes€ o n s u Ae@opesadiveUnion, aco-op
organizatiorwith 25 million membersand346 billion yen($3.5billion) in sales.JCCUfrequentlyuses
biotech/norsegregatethgredientsn their storebrandsandidentifies thatfactonthep r oduct 6
ingredientlabel (JA9046). In a currentcatalogJCCU
(http://jccu.coop/eng/jccu/summary.phprovidedan explanatiorof why theyusebiotechingredients;,
focusingon thedifficulties of segregatingroductsduringdistribution. The coopclaimsthatit chooses
nonbiotechingredientsvheneveipossibleandgivesseverakeasonghe organizations opposedo the:
useof biotechcrops,includingthe novelty of thetechnology unspecifiedpossiblenegativeeffectsto
theenvironmentandeconomicconcentrationn thecommercialseedndustry.

At thesametime, CO-OP hasincreasedhe numberof productofferingswhich usebiotechingrediens,
andappliesthelabelof 6 n ey e g atd peodudtsevenwhenthereis nolegalrequirementf
labeling. In generalthe majority of processedoodscontainnonsegregated.e., biotech)ingredients
amongsthar majoringredientgymorethan5% of the product)and/orminor ingredient(lessthan5% of
product). In recentcatalogof CO-OPissuedon July 7, 2011,approximately40 % of processed
productscontainedsomeform of ingredientfrom biotechcrops,mostlikely cornand/orsoybearn.


http://jccu.coop/eng/jccu/summary.php
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As an example, CAOP offers a frozen chicken rice package which containssegregated cornin
past there were processed products containing biotech ingredient, however, never in the origine
corn or soybeanThis chicken rice from C@OP contains intact kerrssbf biotech corn, which may
possibly be a first in Japai.he use of biotech soybesfior food has historically been primarily usec
for cooking oil. There is some biotech (n@egregated) soybean protein ingessed food, however,
the consumption in the form of whole biotech soybean has not been found yet.
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Figure; COOP&6s frozen food (chicken rice). Usegregatdd). ne d

CO-OP sellsts own brand of salad dressmfigure below).More than 10 types of dressing are sol
and all of them usentéegt abhal é ddvedethblediBiMiGt | |
subject to mandatory labeling for biotech, and the manufacturer is obviously using the &abetas
saving strategyNonetheless, the general willingness of the retailer and manufacturer to use the
indicative of a broad shift in thinking regarding biotech derived food products.

COOP sells at | east 4égregar dd ulcatse lwi (t Mi KOKGEMO B
2011). The benefit-nofn wveign e ghaGdalcdtedidinegty in ttha peice bf the
product; margar-GMOO( #326gp26®i 0hpédnene Yen (
nonrsegregatewas 218 JY, 20% cheaper.



Figure; COOP&6s private brand salad dr essi ng .-nors$egeegated)i n

AEON (http://www.aeon.info/en/is one of major retailers in Japan wittpital stock of 199,054
million yen and operates more than 10,000 retail stores of variouatfoinmJapan and other Asian
countrie s AEON i s al so oOproactived in the consun
For instance, even thoudhetre is no legal requirement, AEON uses voluntary label of vegetable
e.g., soybean (biotech).

Among the inventory of AEONOG6s private bran
increased over the past several ye&snong AEONG&s ibnv emtoadruct s he
nons e g r e gSamegmrbdicts contain n@egregated materials other than dihe example shown
below is a mixed snack package. Some snacks use hydrolyzed protein fraegnegated soybean &
corn starch from nosegregated corn.

(T H | A f j
Figure; AEONG6s mixed snack packet. The wunderline
hydrolyzed soy proteinarenane gr egat ed i ngredientsd


http://www.aeon.info/en/

Grains

The GreatEasternlaparEarthquakelid not changehe statusof Japarasthelargestexportmarketfor
U.S.corn,expectedo importover16 million metrictonsin thecomingcropyear. Feeduseaccounts
for about75%o0f J a p a&ornt@asumptionandpresumablyall feedusecorncontainsbiotechvarieties
(roughly80%of all U.S. cornis biotech). Thereis quitelimited nonbiotechfeedcorndemandor
specificnon-biotechfed dairymarket. 6 C o0 n ¢ eonsumealupsandsomememberf CO-OPare:
potentialcustomer®f suchspecializedgroducts. The eathquake however disruptedport, storageand
processedeedmanufacturingacilities, aswell asdistributionchannels.Beforethe earthquakefeed
manufacturerproducedvarioustypesof feedbasedon the demandf customers.Howeverthe
circumstancafterthe earthquakdorcedfeedmanufacturerso limit inventory. On April 7,2011,
SeikatsuClub, a branchof CO-OPwith 350,000membersannouncedhattheywereunableto offer

0 n -6 O feedfrom contractedeedmanufacturersandinsteadonly sold6 GM@bns e gr e g a
material(http://www.seikatsuclub.coop/coop/news/20110407.htil)v a s anél June29, 2011, that
SeikatsuClub announcedhatthe6 n & M O fieedsupplyhadbeenpartially resumed
(http://seikatsuclub.coop/coop/news/20110628h2 atml

Thereis a separatenarketfor food-usecornin Japanwhich until 2008wasexclusively,6 N eGMO .
Dueto high premiumsfor segregated N eGM O éornanda lack of enduseroppositionto biotech
ingredientsdemandor 6 N eGM O fiood usecornhasbeendeclining. Industrysourcesestimatehata
guarterof importedfood corn (approximatelylt mmttotal) waseitherbiotechor non-segregateth
CY2008. In CY2009,the proportionof biotechandnon-segregatedategoriesn importedfood corr
roseto appoximately40 %, basedn industryinformation. That proportionhasheld steadyin CY2010.
Thoughmostfood cornin biotechor nonsegregatedategoryis still consumedn food thatdoesnot
requirelabelingunderJapanesktaw (e.g.starch sweetenersfc.), thenonsegregatedategoryhas
begunto beusedmorewidely, despitemandatoryabelingrequiremen{seeProcesse&roducts).

Japanese Corn Imports
(1,000 MTi CY 2010)

Corn for feed
United States 9,282
Argentina 578
Brazil 515
China 23

| Others ___________________219_]
Total Feed 10,619

Corn for food, starchmanufacturing
United States 5,098
Argentina 310
Brazil 134
South Africa 10

| Others _____________________ 25 _]



Total Food & Other 5,578
Total 14,380
Source: Ministry of Finance |

Thesecondmostheavilytradedbiotechcropis soybeanswhich areusedfor oil, food, andfeed.The:
mealfrom soybearcrushingis usedfor bothanimalfeedandfurtherprocessedhto suchproductsas
soyproteinandsoysauce. Traditionally Japarhasimported roughlyfour million tonsof soybeans
annually;howeverdemandor soybearhasbeendecliningin recentyearsdueto high prices. Japanese
soybeanmportsin FY2010were3.5MMT, of which the United Statescommandea 71 percent
marketshare. Oil derivedfrom commoditybiotechsoymaybesoldwithoutaé G M abeland
historicallyhasneverencountereényconsumeresistance However,J a p @intécklabelingrules
dorequirea numberof otherbiotechsoy-basedoodsto belabeled,ncludingnattoand tofu. 6 N e n
G M O $oybearusersareconcernedboutincreasingoremiumsfor segregated N eGM O $oybeans.
Excludingsoybearvil, fooduseof 6 n-G ® g r e @&, bicdedhjsoybeanss only believedto be:
severahundredhousandonsandis sofar limited to productsnot subjectto mandatorytabeling(e.g.,
soysauce).Lastyear,however,somefood manufacturerstartedto usenon-segregatedoybearin a
limited numberof processedoods(seeProcesse®roducts)mostlikely to reducethe costs. At the:
sametime, thestrongYento Dollarsexchangeateallows Japaneséood manufacturerso paythe:
premiumfor nonbiotechovernonsegregatedommodities.

Theacceptancef biotechsoybeanss especiallylow in foodsfor directconsumptionsuchastofu ancl
natto. As domesticproduction(all nonbiotech)suppliesonly 5 % of total demand,JJapanesgrair,
tradinghoussareexpandingcontractdor nontbiotechsoybearproductionwith oversea growers. In
additiontoK a n e maconsractiorsnon-biotechsoybeamroductionin Canadgasreportedn last:
reportJA0025),MarubeniCorporation(http://www.marubeni.comfooperatesvith a Chinesegrair,
traderfor the productionof non-biotechsoybeann Brazil (IssueBrief, #686,2010). Mitsui & Co.,Ltd
(http://www.mitsui.com/jp/en/index.htblsostrengthenethe contractegproductionof non-biotech
soybeansn Brazil. Hanamarukihttp://www.hammaruki.co.jp/quide/guide.htimla majormisc
manufacturerhasbeensourcingnon-biotechsoybeand$rom Brazil for misoingredientssincethe:
companyis havinga hardtime securinga stablesupplyof nonbiotechsoybeangrom the United State:
(Shine-Mainichi, Mary 12,2010). Furthermorelocal food retailerstofu manufacturersand
consumersn Gifu Prefecturestartedthe corporationGIALINKS (http://www.gialinks.jp) to import
non-biotechsoybeangor local tofu production.GIALINKS makescontractswvith Japanesanmigrant
farmersin Argentina,ParaguayBrazil andPeru.

Industrysourcessuggesthatthelimited choicesof varietiesof biotechsoybeangor directfood
consumptiorcouldbeoneof thereasongor slow consumercceptancef the product. Currentbiotech
varietiesarebredfor higheroil contentwhichis usefulfor crushingbutnotfor food. So,the
introductionof biotechsoyintendedfor thefood marketmayresultin greaterconsumemacceptace.
However thereluctanceof the Japaneseonsumeto embracenodernagriculturaltechnologywill
discouragaechnologyprovidersfrom developingbiotechsoybearsuitablefor directfood consumption


http://www.mitsui.com/jp/en/index.html
http://www.hanamaruki.co.jp/guide/guide.html
http://www.gialinks.jp/

for Japarfor theforeseeabléuture.

Themovemenbf Japa® ®odindustryto sourcenon-biotechingredientss observedn cornaswell.
Zen-Noh (NationalFederatiorof Agricultural Co-operativeAssociation http://www.zennoh.or.jp has
beenbuyingnonbiotechcorn on a contractbasisfrom U.S. growers.In orderto realizesomesecurity
in thesupplysituation,Zen-Noh contractedvith PioneeHi-Bredto makenon-biotechcornseed
commercialy availablethroughCY 2016. Non-biotechcornseedwill be usedandplantedby
Americancorngrowerswho contractwith Zen-Noh. Zen-Noh estimategshat50 MMT of non-biotech
cornwill besuppliedannuallyfor the nextfive yearthroughthe currentcontract
(http://www.jacom.or.jp/news/2011/01/news110412187.php).

Whatlevel of GMO marketacceptancéasdbeenachieved?

It is commorwisdomthat Japaneseonsumersre uneasyaboutbiotechcropsand,for overa decade,
this understandingf consumeriewshasbeenreflectedin governmentegulations,includinglabeling
rules Nonethelesghefactremainsthat Japanis theworld's largestper capitaimporter of biotech
crops. Further upstreanmfrom consumerstherehasbeena shift toward biotechingredientsfor
processedoodsthatdo notrequirelabelingunderd a p daw$ #A recentstudybythe AsianFoocl
InformationCentrealso showsthat only 2% of Japaneseonsumerspontaneouslynentionedd G M

f o aadla@oncern. It is clearly difficult to gaugethetrue depthof consumerpprehensiotowards
biotechfoodsand, perhags moreimportantly,theimplicationsfor actual purchasingoehavior. Still,
with theveryfewexceptionsgconsumetreadyfood productsexplicitly labeledasé G M @ré notyet.
carried by retailersin Japan.

Production

With a few minor exceptions, therg still no commercial production of biotech food crops in Jagar
the pastahandfulogbi oneering farmers have grown biot
terminated before the crop flowered due to concerns from surrounding farmers abopio lbirceson,
and opposition from a powerful agricultural cooperativiesaddition, there are also numerous local
government restrictions on growing biotech crops in Japan that further discourage farmers from
the technology (seleegulation).

Thoudh they are not for foodse there arealimited number ofcases of biotech plant cultivation for
high value products for the pharmaceutical indushwgtional Institute of Advanced Industrial Scienc
and Technology (AISThttp://www.aist.go.joy bui |t 291 square metyper
transgeni c pl an Thepystendisiacompletely closedenwwan®dent and separate
from the outside. Plants are grown in a hydroponic system, and nuisi®®8o recycled Biotech
strawberries are grown in the facility to produce interferon, which treats canine periodontal dise:i
Interferon production by biotech strawberries is more cost effective than conventional productio
transgenic microorgasms. This is a potentially large market, as it is estimated that nearly 80 per
the eight million dogs in Japan suffers from periodontal disease. The extraction and purification
of interferon is simpler in biotech strawberries since it isaal fcrop. Therefore production costs coul
be as much as 10% lower than costs associated with conventional production methods.



http://www.zennoh.or.jp/
http://www.aist.go.jp/
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Figure; Closedtype transgenic plant production system for production of pisede pharmaceuticals (National
Institute ofAdvanced Industrial Science and Technology,
http://www.aist.go.jp/aist_e/aist_laboratories/1lifescience/index)html

Though it is not plant but animal, two varietiesadtech silkworm developed by National Institute ¢
Agricultural Science (NIAShttp://www.nias.affrc.go.jp/index_e.htjrthave been grown by six farme
in Gunma PrefectureThe biotech silkkwormisnodi f i ed t o produce Opr
medical diagnostic agents (see Section VI. Animal Biotechnology).

A Japanese company has developed a few ornamental flowers, carnation and roses, that have
genetically engineered for coloBunbry, a major beer brewery and liquor manufacturer, and Flori
a biotech company in Australia under Sunto
1995, which they started to sell in Japan in 198Bfe biotech carnation was grown in Colmienand
exported to Japan and other countrigs2009, Suntory started producing another biotech ornamei
plant, the "blue rose". This flower 1is gro
biotech crop.lronically, all four majorbeer breweries in Japan, including Suntory, pledged that th:
would only use notbiotech corn for their beer and lewalt beer, or happeshu, which uses corn
starch (se®rocessed Produgts



http://www.aist.go.jp/aist_e/aist_laboratories/1lifescience/index.html
http://www.nias.affrc.go.jp/index_e.html
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Figure: Suntory's biotech blue rose, Japanese first domestically produce biotech crop
(http://www.suntory.co.jp/company/research/hightechAsase/index.html



http://www.suntory.co.jp/company/research/hightech/blue-rose/index.html

Section Ill. Plant Biotechnology Policy:
Regulatory Framework

The Ministry of Health, Labor and Welfare (MHLW) is responsible for the food safety of biotech
products, while the Ministry of Agriculture, Forestry and Fisheries FAAs responsible for feed ant
environmental safetyThe Food Safety Commission (FSC) is an independent risk assessment bc
performs food and feed safety risk assessments for MHLW and MAFF.

Type of Examining Jurisdiction Legal Bass Main Points Considered
Approval body
Safety as Food Safety Cabinet Office Basic Law on Food Safety of hos
food Commission Safety used in the modification, and

the vectors

Syeof peoteins produced as
a result of genetic
modification, particularly
their allergenicity.

Potenti al for
transformations as the result
of genetic modification

Potenti al for
changes in the nutrient
content of food

Safey as Agricultural Ministry of Law Concerning the Any significe
animal feed  Materials Agriculture, Safety and Quality feed usecompared with
Council Forestry, and Improvement of Feed existing traditional mps
Fisheries (the Feed Safety Law)
Potential for

toxic substances (especially
with regard to interactions
between the transformation
and the metabolic system of

the animal)
Impact on Biodiversity Ministry of Law Concerning Competitive ¢
biodiversity  Impact Agriculture, Securing of Biological
Assessment Forestry, and Diversity (Regulation of Potenti al prc
Group Fisheries the Use of Genetically  substances
Ministry of the Modified Organisms)
Environment C +pallination

RequlatoryProcess



http://www.fsc.go.jp/sonota/fsb_law160330.pdf
http://www.fsc.go.jp/sonota/fsb_law160330.pdf

In Japanthe commercializatiorof biotechplantproductsrequiresfood, feedandenvironmental
approvals.Fourministriesareinvolvedin theregulatoryframework;MAFF, MHLW, TheMinistry of
Environment(MOE), andthe Ministry of Education Culture,Sports,ScienceandTechnology
(MEXT). Theseministriesarealsoinvolvedin environmentaprotectionandregulatinglab trials. The:
FSC,anindependentisk assessmettody, performsfood andfeedsafetyrisk assessmerior MHLW
andMAFF.

Risk assessmentmdsafetyevaluationsareperformedoy advisorycommitteesandscientificexpert
panelswhich primarily consistof researchergcademicsandrepresentativeBom publicresearch
institutions. Thedecisionsby the expertpanelsarereviewedby the advisorycommitteesvhose
membersncludetechnicalexpertsandopinionleaderdrom a broadscopeof interestecpartiessuchas
consumersndindustry. Theadvisorycommitteegeporttheir findingsandrecommendationt® the:
respondble ministries.The ministerof eachministry thenthetypically approveshe product.

Biotechplantsthatareusedfor food mustobtainfood safetyapprovaldrom the MHLW Minister.
Basedon the FoodSanitationLaw, uponreceivinga petitionfor reviewfrom aninterestegarty
(usuallyabiotechcompany)the MHLW ministerwill requesthe FSCto conductafood safety
review. TheFSCis anindependengovernmentrganizatiorunderthe CabinetOffice thatwas
establishedh orderto performfood safetyrisk assessmentssingexpertcommittees.Within the FSC
thereisad G e n e tMbdifiedIFdogsExpertC o mmi tcansistingod scientistfrom universities
andpublicresearchnstitutes. The ExpertCommitteeconductghe actualscientificreview. Upon
completionthe FSCprovidesits risk assessmempnclusiongo the MHLW Minister. TheFSChas
publishedstandardghttp://www.fsc.go.jp/senmon/idensi/gm_kijun_english)pdfEnglishfor its food
risk assessments biotechfoods.

Biotechproductshatareusedasfeedmust,underthe FeedSafetyLaw, obtainapprovaldrom the:
MAFF Minister. Basedonap et i t requestMARF asksthe ExpertPanelon RecombinanDNA
Organismswhichis partof the MAFF affiliated Agricultural MaterialsCommittee(AMC), to review
thebiotechfeed. The ExpertPanelevaluateseedsafetyfor livestockanimalsandtheir evaluationis
thenreviewedby the AMC. The MAFF Minister alsoasksthe FSCGeneticallyModified FoodsExpert
Committeeto reviewany possiblehumanhealtheffectsfrom consumindivestockproductsfrom
animalsthathavebeenfed the biotechproductunderreview. Basedon thereviewsof AMC andFSC,
the MAFF Minister approveshefeedsafetyof the biotechevents.

Japarratified the BiosafetyProtocolin 2003. To implementthe Protocol,in 2004,Japaradoptedhe:

6 L a&Cancerninghe ConservatiorandSustainabléJseof Biological Diversity throughRegulationson
theUseof Living ModifiedOr gani s ms 0
(http://mwww.bch.biodic.go.jp/download/en_law/en_regulation.ddsdcalledtheil Car t laawe ;.
Underthelaw, MEXT requiresministerlevel approvalbeforeperformingearly stageagricultural
biotechexperimentsn laboratoriesandgreenhousesMAFF andMOE requirejoint approvaldor the:
useof biotechplantsin greenhousesr labsaspartof theirinfluenceon biodiversity. After the


http://www.fsc.go.jp/senmon/idensi/gm_kijun_english.pdf

necessargcientificdataarecollectedthroughtheisolatedfield experimentswith permissiorfromthe:
MAFF andMOE Ministers,anenvironmentatisk assessmeriibr the eventwill be conductedhar.
includesfield trials. A joint MAFF andMOE expertpanelcarriesout the environmentatafety
evaluations.Finally, biotechproductsthatrequirenew standardsr regulationsnot relatedto food
safety,suchaslabelingor newrisk managementroceduregincluding IP handlingprotocolsancl
detectionrmethod)maybeaddressetty FoodLabelingDivision of the ConsumeAffairs Agency. The
ConsumeAffairs Agency(CAA) wasestablishedn Septembed, 2010,with the objectiveof
protectingandenhancingconsumerights. Consequentlyfood labeling,includingbiotechlabeling,has
fallen undertheauthorityof CAA, thoughthe criteriafor biotechlabeling(JAS Law) in Japarhasnot
changed.Biotechlabelingwasformally handledoy MAFF andMHLW.

Thefollowing is a schematichartof theflow of theapprovalprocess.



ExpertPanell)ExpertPanelon RecombinantDNA Technology BioethicsandBiosafetyCommissionCouncilfor Scienceanc
TechnologyMEXT

ExpertPanel2) Expertswith specialknowledgeandexperienceoncerningadverseeffecton biological diversity selectedy
MAFF/MOE Ministers

ExpertParel3): GeneticallyModified FoodsExpertCommittee FSC

ExpertPanel4) ExpertPanelon RecombinanDNA OrganismsAgricultural MaterialsCouncil, MAFF
Committeel)FoodSafetyCommission

Committee2) FeedCommittee Agricultural MaterialsCouncil, MAFF



Subcommitteel)SafetySubcommitteel-eedCommittee Agricultural MaterialsCouncil, MAFF
Red(broken)arrow: Requesfor reviewor risk assessment

Blue (solid) arrow: Recommendationr risk assessmemesults(thick arrows:with public commentperiods)
Numbersbesidethe arrowsindicatethe orderof requests/recommendatiowgthin therespectivaministries.

Stage 3 Trials
Currently,Japardoesnot grantseparat@pprovaldor importation(e.g.,for food, feedandindustrial

use)andfor intentionalreleaseinto the environmenie.g.,plantingasa commerciakrop). As aresult,
seedcompaniesnustconducta field testin anisolatedplot on domesticsoil T aso-calledd St aFelk
T r i (83lF©). S3FTisrequiredfor eachbiotechevent,regardles®f thefactthattheywill notbe:
commerciallygrownin Japan.Within the commerciaindustry,this policy is widely viewedas
unnecessaro protectJapanesbiodiversity. It is alsoconsideredo beacostlyaspecofJ a p an 6
regulatorysystemfor bioted providersin termsof time, intellectualresourcesandfinances. Another
aspecfor S3-FT is thattheavailability of resourcesi.e., isolatedfield plots,is extremelylimited. All
majortechnologyproviderseitherown their own fields for S3-FT, have securedong-termleaseson
land. Japaneseegulationrequiresdetailedspecificationof thed i s ofl iadfdettilrial, and
constantlymonitorsthe managemenf the Stage3 Trial. Thereforeonly limited technologyproviders
canaffordto usesuch facilities, andthis requirementlearly createsa barrierto entryinto this market
for manyagriculturalbiotechnologyproviders. Internationalstandaresettingbodiesfor agricultural
biotechnologygenerallydo not considerdomestidield trials asa necessargtepfor food safetyor
environmentatisk assessment.

StackedEvents

Japarrequiresseparat@nvironmentabpprovaldor stackedevents- thosethatcombinetwo prior
approvedraits, suchasherbicidetoleranceandinsectresistancethoug existingdataandinformatior
onthe parentlinesmaybe usedfor the purposeof evaluation. It is generallyunnecessario carryout
field trials for stackedevents.

Forfood safetyapprovalsa 2004FSCopinion papercategorizeiotecheventsnto threegroups:

1. Introducedgenesnhich do notinfluencehostmetabolismandmainly endowthe hostwith
insectresistanceherbicidetoleranceor virus resistance;

2. Introducedgenesvhich alterhostmetabolismandendowthe hostwith enhancedhutritional
componenbr suppressiomf cell wall degradatiorby promotingor inhibiting specificmetabolic
pathwaysand

3. Introducedgeneswvhich synthesizenewmetabolitesnot commonto the original hostplant.

TheFSCrequiresa safetyapprovalfor acrosseceventif the crossingoccursabovethe subspecies
level, or if thecrossingnvolvesbiotecheventsn categoryl. The FSCalsorequiressafetyapprovals
on stackeceventshetweerthosein categoryl if theamountconsumedy humansthe ediblepart,or
processg methodis differentfrom thatof thep a r e mheSE€alsorequiressafetyapprovalson
stackedeventshetweerbiotecheventsn categoried and2, 1 and3, 2 and2, 3 and3, and2 and3.



OnJuly21,2011,the FSCproposednewschemeegardinghereviewof stackecevents.
(http://www.fsc.go.jp/fsciis/imeetingMaterial/show/kai2011072)L.sfiche newschemas designedo o
reviewd % 1 8tackedeventswithoutdelibaationin the Novel Foods(GeneticallyModified Foods)
ExpertCommittee
(http://www.fsc.go.jp/fsciis/attachedFile/download?retrievalld=kai20110721sfc&fileld=3H0k1
likely thatproposawasbasedntheF S CabrHfidencehatenoughknowledgeandexperencein 1 x 1
stackreviewshasbeenaccumulated.lt is too earlyto makeajudgmentaboutthe efficiency gainsof
thenewevaluationsystemfor 1 x 1 stacks.

Forfeedsafetyof stackedevents MAFF requiresapprovaldrom the ExpertPanelon Recombinat
DNA Organismf the Agricultural Material Committee(AMC). Unlike thefull feedsafetyapprovals;,
theapprovalsoy the ExpertPanelareneithersubjectto MAFF Minister notificationnor public
comment.

Coexistence

A 2004guidelineissuedoy MAFF requiresthatbeforeafield trial canbe undertakengetailed
informationon thetrial mustbe madepublic throughweb pagesandmeetingswith local residents.
MAFF alsorequiresthe establishmentf buffer zonesin orderto preventrelatedplantspeciesn the:
surroundingenvironmenfrom crosspollinating.

Name of the field tested Minimum isolation distance
plant
Rice 30 meters
Soybeans 10 meters

Corn (applicable only on 600 meters, or 300 meters with thegence of a windbreak
those with food and feed
safety approvals)

Rapeseed (applicable only [600 meters, or 400 meters if roecombinant rapeseed is planted to
on those with food and feed [flower at the same time of the field tested rapesdedidth of 1.5
safety approvals) meters surrounding fie tested plants as a trap for pollens and
pollinating insects

BiosafetyProtocollmplementation{dealingwith LMQOs)

After ratifying the BiosafetyProtocolin November2003,Japanmplementedhefi L aCGencerninghe
ConservatiorandSustainabléJseof Biological Diversity throughRegulation®n the Useof Living
Modified Or g a n i Thisesdbtherlawsimplementingthe protocolmaybe foundon the:
(http://www.bch.biodic.go.jp/JaparBiosafetyClearingHouse (J-BCH) website.

ThetenthConferencef the Partieg COP10)to the Conventionon Bio Diversity (CBD,
http://www.env.go.jp/en/focus/070215.htrtdpk placein Nagoya,Japarfrom Octoberl8to 29,2010.


http://www.fsc.go.jp/fsciis/meetingMaterial/show/kai20110721sfc
http://www.bch.biodic.go.jp/

Priorto COP10 thefifth Memberof the Party(MOP5)to the Cartagendrotocolalsotook placein
Nagoyafrom Octoberl1to 15,2010. Themainissueatthatmeetingwastheimplementatiorof
BiosafetyProtocolarticle 18.2.a(documentatiomndcomplianceenforcementandarticle 27 (Liability
andRedres). J a p asupjosgof anonbindingapproacho Liability andRedressn the Biosafety
Protocolnegotiationglemonstrategositiveleadershipn thisissue. However the discussioneamong
membergegardingprovisionson AccessandBenefitSharing(COP10, Liability andRedresgMOP5),
andRisk AssessmentMOP5)weresomeof the morecontentiougopicsdiscussed Of greatestoncern
to technologyprovidersandthe grainindustrywasthe discussioraroundthe broadimplicationsanc
applicationsof Article 27 of the Cartagendrotocol,which dealswith Liability andRedress.Tha.
discussiorwasnot concludedn the COP10. Thoughmembersagreedo finalize the contentandtext
within four yearsafterMOP1,which heldon January2004,partymembersarestudk on a discussiorof
how this articleshouldbeinterpretecandimplemented.Thediscussiorduringthelast Friendsof Chair
meetingin Malaysiacenteredn: (1) Scopeof operations(2) Inclusionof imminentthreatof damage;
(3) Inclusionof processegroductsfrom LMOs; (4) Mandatoryfinancialsubsidyfor operatorsand;(5)
therelationshipbetweerdomestidawswith i Ci lvii d b i Theésd¢isguesarecomplicatedbecause
therearesignificantdifferencesetweerdevelopedainddevelopingcountries aswell asdifferent.
viewpointsandinterestdbetweerbiotechproductexportingandimportingcountries. The gapbetween
partiesof differentinterestremainedsignificantuntil lastminutesof the fourth Friendsof Co-Chair
Meeting,whichwasheldin thedays precedinghe MOP5. Finally in the predawnhoursof Octoberl1,
2011,anagreementn languagevasreachedjust hoursbeforethe startof the MOP5.

Theagreements both COP10(NagoyaProtocol)andCOPMOP5(Nagoyai KualaLumpur
SupplementarPraocol) wasatremendouschievementexceedingyenerakexpectations However,a
pathto futurewill notbe easy. Thoughagreementvasmadein COPMOPS5 actualimplementatiorwill
dependon the domestidaw of eachmembercountry. Thedefinitionof 6 r ifrenk Ld1Os andrelated
regulationsvary widely variesfrom stateto state. Furthermoresomecountriesdo not havesufficient.
resourcdo establishifunctioningregulatoryandgoverningbodies.Therefore capacitybuildingin
developingcountrieswill be an importantfactorto decidethe effectivenes®f the Supplementary
Protocolin future.

Japanwill nothavetechnicaldifficulty in the areasincethe countryjoinedthe CBD in November21,
2003andenforcedCBD baseddomestidawson Februaryl9,2004. Evenin areaof Liability ancd
RedressJapanasthew o r lladgést. MO importingcountrypercapita,hashandledtheissuebased
on AdvancedinformedAgreementwhichis definedin Article 8 andagreedcamongthe memberstates.
As Japarholdsthe CBD chairmanshipuntil 2012,Japarnis activelyinvolvedin capacitybuilding ancl
technologytransferto developingcountriegNikkei, Decembet5, 2010). ThisimpliesthatJaparwill
directly andindirectly affectbiotechnologyaw, regulationsandcultivation practicesn African and
Asiandevelopingcountries.

TheNagoyaProtocolbecameopenfor signatureby Partiesto the Conventionfrom February2, 2011.
andwill remainopenuntil Februaryl, 2012atthe United NationsHeadquartersr New York. On May



11,2011,Japarwith sevenothercountriessign NagoyaProtocolon biodiversityat the U.N.
headquarters New York City. Nagoyal KualaLumpurSupplementaryrotocolon Liability ancl
Redresdo the Cartagendrotocolon Biosafetywasopenedor signatureon 7 March2011andwill
remainopenuntil 6 March2012. Thetotal numberof signaturesor the Supplementaryrotocolto
dateis 23. Both Protocolsbecomeeffective90 daysafter50 countriesandregionssign.

ApprovedBiotechProducts

As of June 2011, Japarhasapprovedover130biotecheventsfor food, 124 for feedand95 for
environmentafeleaseincludingcommerciaplanting. Prior to theratification of the Biosafety
Protocolin November2003,JaparhadapprovedL06 eventsfor import,and74 for planting. Those
approvalsexpiredwhenthe newlegalframeworkunderthe BiosafetyProtocolwasintroduced. All
productsapprovedorior to theratification of the BiosafetyProtocolweresubjectto reviewandre-
approval. As of July 2011,biotechpapayafrom HPIA, is only the eventstill underthereviewandre-
approval.

AttachmentA T Approvedcommerciabiotechtraits.
AttachmentB i Approvedbiotechadditives.

Pathof RainbowPapay&55-1) to full approvalin Japan

Rainbowpapayahasbeengrownin Hawaii since1999to copewith papayaingspotvirus. Becausef
theprevalencef thevirus, papayaarmershavewidely adoptedhe biotechvariety. In 2009
approximately7 7% of papayagrownin Hawaiiis biotech.

(http://www.nass.usda.gov/Statistics by State/Hawaii/Publications/Fruits_and_Nuts/papaya.pd

Thedossierfor therisk assessmemf RainbowPapayavassubmittedo GOJon October1999. On
July 2009,FoodSafetyCommissionFSC)finalizedtherisk assessmemeportandconcludedhatthe:
productwas, i € u n | tokegdtivelyaffecthumanh e a | Tthéddssiemwaspassedo the handsof
ConsumeAffairs Agencyfor adecisionon labeling (SeeLabelingsection)andthe establishmenof a
detectiormethodfor processegroducts. The procesf regulatoryapprovalfor Rainbowpapayas
shownbelow.

Submissiorto Ministry of HeathandWelfare(formerMHLW) andMAFF
Establishmenof FoodSafetyCommission

Re-submissiorof theenvironmentakafetyreviewunderCartagend.aw to MAFF/MOE.
Firstdiscussionn ExpertSubcanmitteegroupof MAFF/MOE

Re-submissiorto MHLW. Foodsafetyreviewby FSCstarted.

‘irstreviewby F S C@GM FoodExpertGroupat 37thmeeting.

Secondeviewby theexpertgroupat 60thmeeting

Final reviewby the expertgroupat 70th meetingandsafetyapprovec!.

Draft reviewreportfrom FSC.

Publiccommentonecommentwvassent).


http://www.nass.usda.gov/Statistics_by_State/Hawaii/Publications/Fruits_and_Nuts/papaya.pdf

Dossierwasreturnedoackto MHLW (risk managemertiody)*.
—onsumeAffairs Agency(CAA) established.Theauthorityof food labelingwastransferredrom
MHLW/MAFF to CAA.
Secand discussionn ExpertSubcommittegroupof MAFF/MOE
“hird discussionn ExpertSubcommittegroupof MAFF/MOE
-ourthdiscussionn ExpertSubcommittegroupof MAFF/MOE. Discussionn ExpertSubcomnittee:
concludecl.
Jiscussiorby ExpertGroupin CAA atFirst Meetingof ConsumeA g e n €godLabelingCommittee.
Theii r e | e sndstapedfdabelingfor Rainbowpapayavasdiscussed.
VIAFF/MOE GeneralCommitteefor Cartagend.aw agreedor publiccomment
* Publiccommentperiodfor Type 1 Usepermissionimportandcultivation)underCartagend.aw by
MAFF/MOE. As threeothereventsa soybearandtwo cornevents) mostcommentsverenot specific
to eventbut generalaboutconcernon the applicationof modernbiotechnologyto agriculturalcrops,
suchaspossibleout-crossingwith wild species.No wild plantin Japarcanbe crossedvith papayaas
repliedto thecomment(http://www.bch.biodic.go.jp/download/Imo/public_comment/public42.pdf).
Discussiorby ExpertGroupin CAA at SecondVieetingof ConsumeA g e n €ogodLabeling
Committee. Themembersagreedn thelabelingfor papayaandthe esablishmenbf detectionmethod
for processegroductsof papaya.
1ter-Ministerial discussiorwith MHLW basedon FoodSanitationLaw Article 65, Section2-2.
Inter-Ministerial discussiorwith MAFF basedon JAS Law Article 19, Section13-5.
Discussiorby ExpertGroupin CAA at FourthMeetingof ConsumeA g e n €oodLabeling
Committee.
Discussiorby ExpertGroupin CAA at8th Meetingof ConsumeA g e n &oodLabelingCommittee.
Improvemenin detectionrmethodwasreported.
ConsumeWAffairs Agencyhelddomesticpublic commentregardinghelabelingof freshandprocessed
productsof biotechpapaye.

Consumeffairs Agencynotified WTO-SPSfor thelabelingof freshandprocessegroductsof
biotechpapaya G/SPS/N/JPN/276).

Consumeffairs Agencynotified WTO-TBT for thelabelingof freshandprocessegroductsof
biotechpapaya G/TBT/N/JPN/355).
Discussiorby ExpertGroupin CAA at12thMeetingof ConsumeA g e n &oopdlLabeling
Committee. Committeemembersagreedon the proposalof biotechpapaydabeling.

*Thoughtechnicaldiscussiorincluding public commentn environmentakafetyaspecthasbeencompletedand concluded
astheintroductionof biotechpapaya55-1 into Japanwill not createany significanteffectsto environmenti.e.,
biodiversity),full approvalfrom MAFF/MOE as notificationfrom GOJwill beissuedafterthe completionof food safety
reviewwhichincludeslabelingissue.

CAAplansto issueofficial notification of biotechpapayalabelingon Septembet, 2011. CAAis, howevertreadingquite
carefullywith theintroductionthefirst consumetreadybiotechspecialtycrop in Japan. To avoid confusionin fresh
producemarketanddistributersin Japan,CAAis planningto have3-monthé g-acquaintedp e r iaftexdh full approval
notification. Therefore comnercial exportsto Japanwill beallowedstartingfrom Decembetl, 2011.



The casewith Rainbowpapayahighlightedanimportantissuethatthe GOJandothercountrieswill be
forcedto dealwith in thenearfuture. Most otherbiotecheventsaresubmittedfor approvalby major
biotechnologyprovidersbasedn the United Statesor Europe. However theapplicationfor approvalof
Rainbowpapayavassubmittedoy arelativelysmallindustrygroup,andassuch,did not havethe
resource®r personneheededo answerthe manyquestionsandrespondo the manyrequestgor
additionaldata,from the GOJ. It is reasonabléo expectthatwith the price of genomesequencing
comingdownsosignificantlyin recentyearsthatmanyapplicationdor novelbiotecheventsn the
futurewill comefrom the public sectorandsmallerfirms, who havefewerresourcesor applicationand
regulatorycompliance.Biotechpapayab5-1 hasalreadyshowedhatthe regulatoryapprovalof GO.
will requirenotonly thatthep r o d dewdogimentbewell documentedputalsohavesignificant
resource$o attainregulatoryapproval. If smallerfirms andventuresstartto petitionfor regulatory
approvalthe currentsystemwill becomefurtherstrained Logically, if adeveloperconsidershe hurdle:
to getregulatoryapprovalof GOJto betoo high, theymaysimplyignoreregulatoryrequirements,
creatingthe possibilityof low level presencef unapproveeventsn thefood supply. In fact, the
ChineseGovernmenannouncedn Novemberof 2009 thattheyaredevelopingbiotechrice andcorn,
with theintentionof wide-scalecultivation2012or 2013 (Bloomberg,Decembet, 2009). Though
mediareportecthatthe progresf biotechcornin Chinasloweddown(March7,2011,Reuters)asa.
countrythatreliesheavilyonimportedfood, Japammayneedto makesignificantinvestmentsn its
capacityto reviewandregulatenewbiotecheventsn thevery nearfuture.

In December 2010, biotech papaya with viral resistance was detected from paphygssseld in a
local garden store in Okinawa Prefecture. The virus resistant papaya is a different strain than R
papaya (551), and suspected to be a locally developed PRSV resistant event from Taiwan whicl
comingled with local conventional pagavariety, Tainoh #5Tainoh #5 was developed in Taiwan a
conventional cross in 1987, and has been sold in Japan sinceT2@®&nknown biotech papaya has
been found on the farms of local papaya growers in Okinawa.

Section IV. Plant Biotechnobgy Marketing Issues:

Approval in Japan is Important to U.S. Farmers

In a very real sense, Japanese regulators can act as a brake on the production technologies av
U.S. farmers.Moreover, the presence of an unapproved biotech crop in shiptoelagan can lead tc
costly export testing requirements and trade disruptidosaddress this issue, the Biotechnology
Industry Organization's (BIO) (http://www.bio.org/foodag/stewardship/20070521.asp) Product L.
Stewardship Policy calls for new baath crops to be approved in Japan before they are commerci

in the United StatesSi mi | arl 'y, the Nati onal Corn Gr owe
(http://www.ncga.com/files/POLICYPOSITIONPAPERB-09.pdf) position on biotechnology state:
biotech events mustresee f ul | appr oval by, O6Japanese r

The stewardship as above is possible only when the regulatory review syshemgforting country
is practical and functioningAs indicated in the case of biotech papaydl5te resources regad for
regulatory approval are rather significadRC reported in 2009 that increasingly biotech crops will



developed by countries other than the U.S., Canada, and Eufogkermore, the crops and traits to
developed for commercial productiorillvbe increasingly varied and compleK.any of these non
major players apply for regulatory review in Japan, the regulatory capacity in the country will ha
increased significantlyOtherwise, product launches for new crops, and dissemindtizewo
technology to American farmers, will be severely slowdidthese new developers from emerging
countries will not seek the regulatory approval, Japan has to consider a strategy to deal with lov
presence of unapproved events in Japan.

Low Level Presence (LLP) of Unapproved Biotech Events

Japan has a zero tolerance for unapproved biotech events in food and environment, and it is ex
illegal to import bioteckderived foods that have not been approved, regardless of the amount, fo
their known safety outside of Japdror this reason, the Low Level Presence (LLP) of unapprovec
biotech crops has the potential to disrupt agricultural trade withJ&anmm c e t he | at €
(NewlLeaf), papayas (Rainbow), corn (StarLink, Bt182JFand rice (LL601) have all been subject tc
testing or segregation, or have been temporarily banAsaf July 2011, there is no testing of potat
and corn since the presence of unapproved event was confirmed to be negligible or below dete
limit.

To assure compliance, monitoring is in place for both imported shipments and processed food
at the retail level As a part of the monitoring program for imported foods
(http://www.mhlw.go.jp/topics/yunyu/keikaku/dl/11_en.pdf), testing atgisrhandled by MHLW
directly, while local health authorities handle testing for processed foods at the retaiAkkwesting is
performed according to sampling and testing criteria set by MHIf\fhe detection is at the port, the
shipment must bee-exported or destroyedf the detection is at the retail level, the manufacturer o
product must issue an immediate recall.

MHLW Policy on LLP in food

In 2001, Japan began legally requiring safety assessments of biotechToaaas done undehe
broad authority contained in Article 11 of the (http://www.jetro.go.jp/en/market/regulations/pdf/fc
e.pdf) Food Sanitation Law.

1.0Article 11 The minister of Health, Labou
establish standds of manufacturing, processing, using, preparing, or preserving food or food ad
intended for sale or may establish specifications for components of food or food additive intend:
sale, based upon the opinion of Pharmaceutical Affairs and Futhton Council.

2. Where specifications or standards have been established pursuant to provisions of precedini
Paragraph, any person shall be prohibited from manufacturing, processing, using, preparing, or
preserving any food or food additive by athw not complying with established standards; or fron
manufacturing, importing, processing, using, preparing, preserving, or selling any food or food ¢
not complying with established specificat:i

The i mplementati on ofP pdidlsbéirsgdanethroaughtMiniste of&eatth
and Welfare Announcement (http://www.mhlw.go.jp/english/topics/fo@dA8m) that states:
Section A "Standards Regarding Composition of Foods in General” of P&fbbds":



3. When foods are all or past organisms produced by recombinant DNA techniques, or include
organisms produced by recombinant DNA techniques either partially or entirely, such organism:
undergo examination procedure for safety assessment made by the Minister for Healthfaredaive
shall be announced to the public in the Official Gazette.

MHLW -mandated testing is currently being enforced for LL601 in bulk rice and sorreoritaning
processed food products (such as French fries¥ting for other LLP corn events, suah StarLink,
Bt10 and Event 32, has been phased out by MHLW.

In the past, testing for LLP in Japan has been focused on bulk products (e.g., corn and rice) ant
processed product manufactured by+Japanese companies (e.g., rice noodienear futureJapan
and other countries could be forced to expand the scope of testing because of increasing numb
traits, crops and developers of biotech crofiC report, the number of biotech events commercial
grown in 2015 will be quadrupled from 200ktf://ftp.jrc.es/EURdoc/JRC51799.pdfFifty percentof
biotechcropswill bedevelopedindreleasedsiaandLatin America. Cropsotherthansoybeangcorn,
canolaandcottonwill takeathird of newly developedcropsenteringmarket. As theapplicationto
regulatoryapprovalrequiresresourceasynchronouapprovaland/orlack of regulatoryapprovalin
countriesotherthanproductioncountriesmayoccurwith growingfrequency. Globalfood
manufactures, including Japanese firms, are diversifying their production facilities and supply sc
of ingredients worldwide When food manufacturers have facilities overseas, it would be increasi
difficult to test all ingredients for manufacturers sinceittiermation system to notify of LLP
occurrence to stakeholders might not be transparent and systematic enough to prevent unappr¢
commingled into commercial distribution.

Ministry of Agriculture (MAFF) Policies on LLP in feed grain

Under the Fed Safety Law, MAFF monitors the quality and safety of imported feed ingredients
ports. All biotech derived plant materials to be used as feed in Japan must obtain approvals for
safety from MAFF.However, as an exemption, MAFF may set a 1krémce for the unintentional
commingling of biotech products in feed that are approved in other countries but not yet approv
Japan.To apply the exemption, the exporting country must be recognized by the MAFF minister
having a safety assessmerigram that is equivalent to or stricter than that of Japapractice,
MAFF would consult with its Experts Panel on Recombinant DNA Organisms on any decision
concerning a 1% exemption for feed.

On December 25, 2008, MAFF published a new risk managtephen addressing the low level
presence of unapproved biotech feeMAFF believes the new risk management policy will help
prevent LLP incidents from happening, but also establishes procedures for when an LLP incide
occur by providing a mechamisfor ending testing requirements when they are no longer needed
StarLink).

Ministry of Environment (MOE) and MAFF Policies on LLP in environment

Japands environment al rules also have a ze
unapproved.These rules are specific to planting seeds, and not relevant to products that are not
intended for release into the environment, such as feed grains.



http://ftp.jrc.es/EURdoc/JRC51799.pdf

In December 2010, an unknown biotech papaya with viral resistance was detected from papaye
seedlings sold at local DIY in Okinawa Prefecture. This particular papaya was incorporated witr
Ringspot Virus resistance, and because of the strain, is known to be a variety developed in Taiv
the Rainbow variety developed in Hawadaseda MAFF/ MOEGs report on
as 20% of papaya plants grown in Okinawa could be unapproved papaya (in Japanese,
http://www.env.go.jp/press/press.php?serial=137@&&ased orthe guidance of MAFF/MOE, the
agricultural office of local governments have been advising growers in Okinawa and Miyazaki tc
papaya plants in field if they fit the characteristics of unapproved papaya
(http://www.town.nishihara.okinawa.jp/news/110613news.html). As environmental release of
unapproved biotech event is against Biosafety Protocol, the unapproved papaya plants have to
down.

CODEX LLP Supported but Not Implemented

International guidelines on food safety assessments féowhkevel presence of genetically modified
foods was adopted by the CODEX commission in July 2008 (as an Annex on Food Safety Asse
in Situations of Lowlevel Presence of RecombinddNA Plant Material in Food
(ftp://ftp.fao.org/codex/Alinorm08/al31@&.pdf)). Japan played a very constructive role in setting
guidelines by hosting meetings and facilitating discussions among Codex membeesver, Japan
does not fully apply this internationalhgcognized approach to its own LLP polici@his isespecially
evident in MHLW6s policies, where the Code

Labeling

Until August31,2009,biotechlabelingwashandledoy MAFF andMHLW underthe FoodSanitation
Law andthe JapanAgricultural Standard¢JAS) Law, respectively.Althoughthelabelingrequirement:
for the Ministries arelisted separatelyboth setsof requirementsrebasicallyidentical. Whenthe:
ConsumeAffairs Agency(CAA) wasestablishedn Septembeof 2009,food labelingissuesjncluding
biotechlabeling,weretransferredo overto this newagency. However this transferdid not changethe:
G O J @asechlabelingpolicies,which areavailablein Englishat
(http://www.mdf.go.jp/e/jas/labeling/modified.htril Theinformationis availableatM A F Fwebsite
asJASis underM A F Fduthorityeventheactualregulationis practicedby CAA.

In Japanthreetypesof biotechclaimsmaybe madeonfood labels;Non-GMO, GMO, andnont
segregatedTo makelabelingclaimsaboutfoodsor ingredientsn thefirst categorythe commodities
mustbe handledunderanidentity preservatiorsystemandsegregatedAll 6 G M @rédductsmustbe
labeled. Productsntheé n ¢ ® g r e cpedomadeassumedo be primarily from biotechvarieties.
Manufacturersisingnon-segregatechgredientsn processegroductsn manyinstancesrenot
requiredto labelunderJapaneseaules,but maydo sovoluntarily.

Biotechlabelingschemedgor nonbiotech productsarebasedon IP handlingof non-biotechingredients
from productionto final processing.Suppliersanddistributorsareresponsibldor supplyinglP
certificationto exporterswho in turn supplycertificationto J a p doodingportersor mandacturers.
The Englishversionof the manualdor the IP handlingof cornandsoybeansareavailablefrom



http://www.env.go.jp/press/press.php?serial=13703
http://www.maff.go.jp/e/jas/labeling/modified.html
http://www.maff.go.jp/soshiki/syokuhin/hinshitu/e_label/file/Labeling/DistributionManu_SoyCorn.pdf




