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ThisCircularLetterCL2007／17－FBTrev．istosendtherevisedreportoftheworkinggroupdistributedin  
May2007．Pleasenotethattheaddedtextsinthereportareunderlinedinparagraphs19and20andthatthere  
arenochan  esmadeintheAttachmentsofthere  

TheCodexadhocIntergoverrunentalTaskForceonFoodsDerived録omBiotechnology，atitsSixthSession，  
agreedtostartnewworktoelaborateaProposedDraftAnnextotheGuidelinefbrtheConductofFood  
Safety Assessment of Foods Derived from Recombinant－DNA Plants on Low－1evelPresence of  
Recombinant－DNA Plant Materials・TheTaskForcealso agreedto establishaphysicalworking group，  
ChairedbytheUnited Statesandco－ChairedbyGermanyandThailand，forpreparlngtheproposed draft  
annex（ALINORMO7／30／34，Para・78）・  

ThisCircularLetterincorporatesthereportofthephysicalworkinggroupwhichmeton13－15March2007・  
ThereportisaccompaniedbytheproposeddraRAmextotheGuidelinefbrtheConductofFoodSaf卸  
Assessment ofFoods Derivedfrom Recombinant－DNA Plants．Asindicatedinthe report，the physical  
workinggroupprovidedtheproposeddraftAnnexintwodifftrentformats，aSPreSentedinAttachmentsl  
and2（seeparas21－25below）・  

GovemnentsandintemationalorganizationswishingtoprovidecommentsontheproposeddraftAnnexat  
Step3，PriortoconsiderationbytheSeventhSessionoftheTaskForceatStep4（Chiba，Japan，24－28  
September2007），Shoulddosoinwriting，Prefbrablybyemail，tOtheaboveaddressesby20July2007・   
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REPORTOFTHEWORKINGGROtJPONTHE  

PROPOSEDI）RAFTANNEXTOTHECOI）EXGULDELLWFORTHECOⅣDUCTOFFDOD   
且4ダEryA且‡ヱば且材EⅣr（）ダダPOβぶβ且ⅣγEかダRl仇首足gCO購〟V4ⅣT」肌4肌：   

ASSESSMENTOFFOODSAFETYCONSIDERATIONSARISINGFROMLOW－LEVEL  
PRESENCEOFRECOMBINANT－DNAPLANTMATERIALINFOOD  

BACKGROUND  

l． TheFifthSession（2005）oftheCodexadhochtergovemmentalTaskForceonFoodDerived敵om  
Biotechnology（TaskForce）consideredaproposalbytheUnitedStatestoundertakenewworkonthelow－  
levelpresenceofunauthorizedrecombinant－DNAplantmateriall・Although，theTaskForcedidnotaccept  
theproposalfornewworkatthattime，itindicatedthattheUnitedStatesmaywishtofurtherstudytheissue  
todecidewhethertorevisitthesu句ectatafuturesessionoftheTaskForce．TheDelegationoftheEuropean  
CommunityexpresSeditswi11ingness to continue discusSion on theitemwith a particularfocusOn  
information on existing databases on recombinant－DNA plants and possible development ofa more  
COmPrehensivedatabaseofrecombinant－DNAevents．  

2． AttheSixthSession（2006）oftheTaskForce，theUnitedStatesagainproposedworkonthesubject  
butwithadifftrentfocus2・TheUnltedStatesproposedthattheTaskForcedevelopguidanceoncarrylngOut  
anassessmentoffoodsafetyconsiderationsinsituationsOflow－1evelpresenceinwhichther－DNAplanthas  
already beenfoundtobesaftand authorizedforcommercializationforfoodby oneormore countries  
throughanaSSeSSment performed according to the Codex Guidelinefor the Conduct ofFood Saf卸  
AssessmentofFoodsDerivedftomRecombinant－DNAPlants（CodexPlantGuideline），buttheimporting  
COuntryhasnotdetermineditsfoodsaftty・Itwasfurtherproposedthattheguidancebedevelopedasan  
AnnextotheCodexPlantGuideline．  

3． A氏er extensive discussion，including anin－SeSSion Working Group to help develop a Terms of  
Reftrencefortheprqiectandadra負prqiectproposal，theTaskForceagreedtoundertakethisnewwork・The  
TaskForcedevelopedaprqJeCtprOPOSa13withtwooqectives：   

・ToidentifyandincorporateintoadraftannexofthePlantGuideline，therelevantSeCtionsofthe  
PlantGuidelineessentialtothesafbtyassessmentinsituationsoflow－levelpresence；and，   

・Toidentifyinformation－SharingmechanismstofacilitateutilizationoftheAnnexandtodetermine  
Whetheritshouldapply，andthe datanecessarytoconductanaSSeSSmentOffoodsafbtyinthe  
importlngCOuntry．  

4． TheTaskForcealsoagreedonwhattheprqiectwouldnotdo．Thisprqjectwouldnot：   

・AddressriskmanagementmeaSureS；nationalauthoritieswi11determinewhenarecombinant－DNA  
plantmaterialispresentatalevellowenoughfbrthisAnnextobeappropriate・   

● precludenationalauthorities丘omconductingafu11riskassessment；COtmtriescandecidewhenand  
howtousetheAnnexwithinthecontextoftheirregulatorysystems．   

・Eliminate the responsibilityofindustries，eXPOrterS and，When applicable，nationalcompetent  
authoritiesto continueto meet countries’relevantimportrequlrementS，includingln relation to  
unapprovedrecombinant－DNAmaterial．  

lAuNORMO6／29／34，paragraPhs51－57・  
2ALINORMO7／30／34，paragraphs72－80・  
3AuNOMO7／30／34，AppendixIV   
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5・TheTaskForceagreedtoestablishaphysicalWorkingGroup4toundertakedevelopmentofthe  
AnnexandacceptedthewillingnessoftheUnitedStatestoChairtheWorkingGroupandthewi11ingnessof  
GermanyandThailandtoCo－ChairtheWorkingGroup．  

6・ TheTaskForceagreedthattheproposeddraftannextobeelaboratedbytheWorkingGroupatStep2  
WOuldbecirculatedfbrcommentsatStep3，Pr10rtOCOnSiderationbytheSeventhSessionoftheTaskForce  
at Step 4. 

MEETINGOFTHEWORKmGGROUP  

7・ TheWorkingGroupmetinWashington，D．C．，U．S．A．，OnMarch13－15，2007．Attachment31iststhe  
WorkingGrouppartlClpantS．TheWorkingGroupdevelopedaproposeddra銃ArmextotheCodexPlant  
Guideline，Whichis presentedin two versionsinAttachmentsland2・The proposed draftAnnex of  
Attachmentlcontains allrelevant paragraphsfrom the Codex Plant Guideline，with modincation as  
Warranted・Italsoincludestwoadditionalparagraphs（paragraphs7and8），Whichlisttheparagraphsofthe  
CodexPlantGuidelinethathavebeenmodifiedandexplainhowandwhytheyhavebeenmodined．The  
proposeddraftArnexofAttachment21iststhenumbersofalltherelevantparagraphs什omtheCodexPlant  
Guideline，butcontainstextonlyofthoseparagraphsthathavebeenaltered．  

8・ ThekeypointsbroughtfbrwardinthediscussionoftheWorkingGroupincludedthefbllowing．  

」∫∫e∫∫∽e〃Jor釣od∫α危ルCo〃∫′（ねr（プJわ〃∫  

9・ TheWorkingGroupagreedthatlowlevelpresencecouldposedifftrentexposureissuesdependingon  
Whether thelowlevelpresence was ofa commodityproductlike grains，beans and oils seeds，Or an  
unprocessedwholefbodordinarilyeateninundilutedform，SuChasmanyfruitsandvegetables・  

10．TheWorkingGroupagreedthatallcomponentsoftheCodexPlantGuidelinethatrelatedtosafbtyof  
anynewproteinsproducedintheplantaSareSultofthegeneticmodincationwouldberelevanttoboth  
SituationsoflowlevelpresenceandshouldbeincludedintheArmex．  

11・The Working Group agreed that，with some modification relatlng tO nutritionalcomposition，the  
fbllowingCodexPlantGuidelinesectionsshouldbeincludedintheAnnex：   

・descrlPtlOnOftherecombinant－DNAplant；   

・descrlptlOnOfhostplantanditsuseasfbod；   

・descriptionofthedonororganism（s）；   

・descriptionofthegeneticmodification（S）；   

・ Characterizationofthegeneticmodification（S）；   

・ aSSeSSmentOfpossibletoxicityofexpressed（non－nuCleicacid）substances；and   

・aSSeSSmentOfpossibleal1ergenicityofnewlyexpressedproteins．  

12．TheWorkingGroupagreed，inaccordancewiththeterrnSOfref己renceagreedbytheTaskForce，that  

itwouldbeuptoimportlngCOuntriestodecidewhenrecombinant－DNAplantmaterialunauthorizedinthe  

importlngCOuntryWaSatalevellowenoughtobesubjecttotheArmex，butthatasageneralmatter，itwould  
havetobeatleastlowenoughthattheimportingcountrycouldbecon貞dentthatthematerialwouldnothave  
nutritionalsignificancefbritspopulation．Therefbre，itwasagreedthatcomponentsoftheCodexPlant  
Guidelinerelatingtonutritionalmod沌cation（paragraphs48L530ftheCodexPlantGuideline）orchanges  
inlevelsofnutrientsorantinutrientswouldnotberelevanttotheArmex．  

13．Similarly，1tWaSagreedthatchangeSinlevelsofendogenoustoxicantswouldlikelyberelevanttolow  

levelpresenceofrecombinant－DNAplantmaterialprlmarilylnthecaseofunprocessedwholefoodsthat  
Ordinarilyareeateninundilutedfbrm，SuChasmanyfruitsandvegetables．Paragraphs44－47and54were  

modifiedaccordingly・  

4ThefbIlowlngmembersandobserverSeXpreSSedtheirinterestintakingpartintheWorkingGroup：Argentina，  
Australia，Austria，Belglum，Brazil，Canada，Chile，China，Costa Rica，Czech Republic，Denmark，European  
Community，Finland，France，Greece，Germany，lndia，Iran，Ireland，Italy，Japan，Kenya，Mexico，Mali，NoTWay，  

Paraguay，PhilipplneS，South A丘ica，Sweden，Switzerland，Thailand，theUnitedStatesofAmerica，ETA，CropLife  
International，CI，BIO，49P，EUROPABIO，IICA．   
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14・TheWorkingGrouprecognizedthatusipgtheterm”fbodsafttyassessment”intheAnnexcouldcause  
COnfusionwithafoodsafttyassessmentforunrestrictedfboduseconductedaccordingtotheCodexPlant  
Guideline．TheWorkingGroupthereforeagreedtousethephrase”assessmentoffoodsafbtyconsiderations”  
insteadof“fbodsaftty assessment”or”safttyassessment”whenreftrringtotheassessmentcarriedout  
accordingtotheAnnex，nOtingthat the use ofthenew phrase did notindicateany deviation魚・Omthe  
COmparativeapproachoutlinedintheCodexPlantGuideline．  

βαJα（け7d♪7わ〃〃α〟0〃ぷ7αr7〃g  

15．TheWorkingGroupagreedonasetofinfbrmationthatwouldbemadeavailableinanagreedformat  
viaapublicly－aCCeSSiblewebsite．Theagreedsetofinformationwouldfacilitaterapidaccessbyimportlng  
CodexMembercountriestoadditionalinfbrmation fiomtheauthorizingCodexMembercountry andthe  
product applicant relevant tOthe assessmentin accordanCe With the Armex．Further，it wouldincrease  
transparency whileenablingthewebsiteto besetuprelatively quicklyand maintainedrelatively easily  
becauseitwouldcontainalimitedsetofdataandinformation．  

16・TheWorkingGroupagreedthatuponrequesttheauthorizingCodexMembershallmakeavailableto  
OtherCodexMembersadditionalcomplementaryinformationontheoutcomeofitssafttyassessmentin  
accordanCewith the Codex Plant Guideline，in conformitywithits regulatory／1egal丘amework，and as  
appropriate，neWSCientincinfbrmationrelevanttotheconclusionsofthefoodsafbtyassessmentconducted  
inaccordancewiththeCodexPlantGuideline．  

17・TheWorkingGroupagreedthattheproductapplicantShal1makeallreasonableeffbrtstoprovide  
furtherinformationandclarificationasnecessarytoallowtheassessmentaccordingtotheAnnextoproceed，  
aswellasavalidatedprotocolandnon－Viablerefbrencematerials．  

18・Norwaystatedfbrtherecordthatitprefbrredthatthewebsitealsocontainvalidateddetectionmethods  
andalltheinformationnecessarytoconductanaSSeSSmentOffbodsafbtyconsiderationsarisingfromlow  
levelpresenceofrecombinantDNAplantmaterialinfbod．  

19・TheWorkingGroupagreedthatitwouldbebestifaninternationalorgamZation，SuChasFAO，COuld  
hostandmaintainthewebsite，butthatthewebsiteshouldnotduplicateexistlngWebsites．The website  
AGBIOS Biotechcropdatabase，Whichis maintainedby aprivatepartyinCanada，WaSmentioned as a  

usefulexIStlngWebsitethatshouldalsobeconsidered．ItwasnotedthattheelectronicBiosafttvClearinE－  

House  Ca坤；On  
recombinant－DNADlantsandcouldbeaDDliedtoavoidduDlicationofwork．  

20・ltwasagreedthattheCo－Chairsandrepresentativesofthebiotechnologyindustrywouldmeetwith  
internationalorganizations，SuChasFAO，tOdiscusshowthewebsitemightbemaintainedandwhetherFAO  
Oran0thergroup（e・E・．AGBIOS．CBDSecretariatlmightsetitupandmaintainit．Theresultsofthatmeeting  
aretobereportedtotheTaskForceinChibainSeptember，2007・Therepresentativesalsoagreedtoprovide  
more detailonindustryTs commitment to supply to countriestheinfbrmationand datadescribedin the  
Annex．   

ぶJ7ⅦCJ〟reOr／如」〃〃eズ  

21・TheWorkingGroupdiscusSedwhethertheAmexshouldreproducetherelevantparagrapr；s丘omthe  
CodexPlantGuideline oronly refbrtothemandonlyreproducethosethathadbeenmodified丘omthe  
CodexPlantGuideline．  

22・Theadvantageofreproducingalltherelevantparagraphswasthatthedocumentcouldstandaloneand  
WOuldbeeasiertouse・TheadvantageOfreproducingonlytheIPOdinedparagraphswasthatitwouldresult  
inashorterdocumentmOretypicalofananneXandwouldhigh1ightthedifftrences丘omtheCodexPlant  
Guideline．  

23・There were avarietyofviewsby delegations，nOne StrOngly held，butmore favouredthe shorter  
approachthanthe stand－aloneapproach．ItwasdecidedthattheCo－Chairswouldcirculatethe shorter  
VerSion（Attachment2）totheparticipantSOftheWorkingGroupviaelectronicmeanSforreviewbefbre  
halizingthereportoftheworkin竿grOuPmeeting，althoughthepossibilitywasraisedthattheCo－Chairs  

mightcirculateboththeshorterverslOnandthelongerversion（Attachmentl）toallowbettercomparison．   
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24・TheCo－Chairselectronical1ycirculatedbothversionsoftheAnnextotheWorkingGroupparticipants・  
Fewdelegationsexpressedapreftrenceinresponse，althoughofthosethatdid，mOrePreferredthelonger  
VerSion．TheCo－ChairstherefbredecidedthatbothversionsshouldbeprovidedtotheTaskForce，SOthatit  
COulddecidewhichtoprogress・  

RECOMMENDATION  

25．Theworkinggrouprecommendsthat：  

－ theTaskForce，atits SeventhSession，ShouldconsidertheproposeddraftAnnextotheCodexPlant   
Guideline onAssessment of Food Saftty Considerations Arising 魚■Om Low LevelPresence of   
Recombinant－DNAPlantMaterialinFoodwithaviewtowardsitsfurtherprogressionintheCodexStep  
Procedure．  

－ aSPartOfthatconsideration，theTaskForceshoulddecidewhichofthetwoversionsoftheAnnexto  

PurSue・   
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Attacllmentl   

PROPOSED DRAm ANNEX TO THE CODEX GULDELZNE FOR7：〟E CONDUCT OF FOOD  
且4∫Ery劇且WEⅣrOダダ0αDぶ♪朗汀「EDダ尺仇材RgC班β〟肌∧u W7苫（CAC／GL  
45－2003）：ASSESSMENTOFFOODSAFETYCONSIDERATIONSARISINGFROMLOW－LEVEL  
PRESENCEOFRECOMBINANT－DNAPLANTMATERIALINFOOD  

SECTIONl－PREAMBLE  

l・Anincreaslng number of recombinanトDNA plants are being authorizedfor commercialization・   
However，they are authorized at di脆rent ratesin difftrent countries・Asa consequence ofthese   
asymmetricauthorizations，lowlevelsofrecombinantDNAplantmaterialsthathavepassedafbod   
safttyassessmentaccOrdingtotheCodexGuidelinefortheconductofFoodSafbtyAssessmentof  
FoodsDerivedfromRecombinant－DNAPlantS（CodexPlantGuideline）inoneormorecountriesmay   
on occasion be presentinfoodinimporting countriesinwhich thefood safbty ofthe relevant  
recombinant－DNAplantShasnotbeendetermined・  

2．ThisAmex describes the recommended approach to making assessments of the food saftty  
considerationsin such situations oflow－1evelpresence ofrecombinant－DNA plant materialorin   
advanCePreParationforsuchpotentialcircumStanCeS5・  

3．ThisannexalsodescribesdataandinformationsharingmechanismstofacilitateutilizationoftheAnnex  
andtodeterminewhetheritshouldapply・  

4．ThisAmexcanbeappliedintwodifftrentdietaryexposuresituations：   

A・ThatinvoIvingcommodities，SuChasgralnS，beansoroilseeds，inwhichexposuretofoodfroma  
VarietynotauthorizedintheimportingcountryWOuldlikelybetodilutelowlevelamountsatanyone  
time．Thiswouldlikelybethemorecommonsituationoflow－levelpresenceofrecombinant－DNA  
plantmaterial・Becauseanyfoodserv1ngOfgralnS，bearuoroilseedswouldalmostnecessarilycome  
丘ommultipleplants，andbecauseOfhowthesetypesofcommoditiesgenerallyareSOurCed丘om   
Plultiplefarms，areCOmmingledingrainelevators，arefurthercommingledinexportshiprnents，at   

lmPOrtand when usedinprocessedfoods，anyinadvertently commingled materialderivedfrom  
recombinant－DNAplantVarietieswouldbepresentonlyatalowlevelinanyindividualservlngOf  
fbod．   

B・ThatinvoIvingfbodsthatarecommonlyconsumedwholeandundiluted，SuChassome飢Iitsand  
vegetableslikepotatoes，tOmatOeS，andpapaya，inwhichexposurewouldberarebutcouldbetoan  
undilutedform ofthe unauthorized recombinant－DNA plant material．Vmilethelikelihood of  
consumingmaterialfromsuchanunauthorizedvarietywouldbelowandthelikelihoodofrepeated  
consumptionwouldbernuchlower，anySuChconsumptionmightbeofanentireunauth0rizedfruitor  
Vegetable・  

5・Inbothcases，thedietaryexposurewillbesigni重cantlylowerthanwouldbeconsideredinafbodsaftty  
assessmentoftherecombinant－DNAplantaCCOrdingtotheCodexPlantGuideline・Asaresult，Only  
certainelementsoftheCodexPlantGuidelinewillberelevantandthereforeareincludedinthisAnnex．   

6． ThisAmexdoesnot：   

● Addressriskmanagementmeasures；nationalauth0ritieswilldeterminewhenarecombinant－DNA  
plantmaterialispresentataleve1lowenoughfbrthisAmextobeappropriate；   
● PreCludenationalauth0rities丘omconductingasafbtyassessmentaccordingtothe CodexPlant  
Guideline6；COuntries can decidewhenandhowtousetheAnnexwithinthe contextoftheir  
regulatorysystems；Or  

5Thisguidanceisnotintendedforarecombinant－DNAplantthatwasnotauthorizedinanimportlngCOuntryaSareSult  
Ofthatcountry’sfbodsafbtyassessment・  

6TheTermsofRefbrencestatesthattheannexwouldnotprecludenationalauthoritiesfromconductlngaufu11risk  
assessment．n However，theWorkingGroupnotedthatinthecontextofanannextotheCodexPlantGuideline，1tWOuld  
bebettertostatethattheannexwouldnotprecludenationalauthorities丘omconductinga㍑safetyassessmentaccording  
totheCodexPlantGuideline．”   
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・eliminate the responsibility ofindustries，eXpOrterS and，When applicable，nationalcompetent  
authorities to continue to meet countries’relevantimport requlrementS，includingln relation to  
unauthorizedrecombinant－DNAplantmaterial・  

SECTION 2 － SECTIONS OF THE CODEX PLANT GUIDELINE APPLICABLE TO THE  

ASSESSMENT OF FOOD SAFETY CONSIDERATIONS ARISING FROM LOW－LEVEL  

PRESENCEOFRECOMBINANT－DNAPLANTM【ATERIALINFOOD  
7．Theassessmentofthefoodsafetyconsiderationsarisingfromlow－1evelpresenceofrecombinant－DNA   
plant materialinfood follows a stepwise process，almost exactly as describedin the Codex Plant  
Guideline．TheprlnCIPaldifftrencebetweentherecommendationsinthisAnnexandthoseintheCodex  
Plant Guidelineis that this Annex does not contain recommendations fbr evaluatlng Changesin  
nutritionalcontent，andexceptfbrfoodsordinarilyconsumedwholeandinundilutedfbrm，doesnot  
COntainrecommendationsforevaluatlngChangesinlevelsofendogenoustOXicantsorallergens．This  
differenceisbecauseitisunlikelythatsuchchangeswouldberelevanttofoodsafttylnaSituationof   
lowlevelpresenceofrecombinant－DNAplantmaterial．  

8．Forconvenience，belowtheAnnexreproducesormod摘esthesectionsandparagraphsoftheCodex  

PlantGuidelinethatapplytotheassessmentofthefbodsafttyconsiderationsarisingfromlow－level  
PreSenCeOfrecombinant－DNAplantmaterialinfood，begilulngatParagraph22．Paragraphs22，35  
and46，andtheSectionheadingaboveparagraph35，havehadthephrase“safヒtyassessment”changed  
to“assessment of fbod safbtyCOnSiderations，”to avoid confusion with a fbod safttyasseSSment  
COnductedaccordingtotheCodexPlantGuideline．Paragraphs26，32D，35，36，38，44，45，46，47，and   
54havebeenmod浦ed7，andparagraphs34，48－53，and59havebeenomitted8，tOreneCtthe  
differencesdescribedintheprecedingparagraphregardingtherelevanceofnutritionalcompositionand   
levelsofendogenoustOXicantsandallergens．Paragraph41wasmodifiedtoclarifyrefbrencetothe  
anrleXOnallergenicity・   

（Sections andParagraphs BelowAreAdapted From and NumberedAccordingtotheCodex Plant  
Guidelime．）  

SECTION4－GENERALCONSIDERATIONS   

DESCRIPTIONOFTIIERECOMBINANT－DNAPLANT  

22．A description of the recombinant－DNA plant being presented 丘）r aSSeSSment Offood saftty   
COnSiderationsshouldbeprovided・Thisdescriptionshouldidentifythe？rOP，thetransfbrmationevent（S）  

tobereviewedandthetypeandpurposeofthemodification・ThisdescrlPtlOnShouldbesufncienttoaid   

inunderstandingthenatureofthefbodbeingsubmittedforassessrnentoffbodsafttyconsiderations・   

DESCRIPTIONOFTHEHOSTPLANTANDITSUSEASAFOOD  

23．AcomprehensivedescrlptlOnOfthehostplantshouldbeprovided・Thenecessarydataandinformation  
Shouldinclude，butneednotberestrictedto：  

A）commonorusualname；SCientificname；and，taXOnOmicclassification；  

7paragraphs26，36and38nolongerreftrtoantinutrientsandparagraph47nolongerreftrstobioavailabilityof  
nutrients；paragraPh32Dismodifiedtofocusonedibleportionsoftheplant；Paragraph35ismodinedtoremove  
considerationofpossibleefftctsonpopulationsub－grOuPS，becauseonewouldnotexpectsuchefftctsfromlowlevel  
presence；Paragraph44is modified tofocus on key toxins and a11ergens（ratherthan key components）infoods  
ordinarilyconsumedwholeandinundilutedfbrm；Paragraph46andparagraph54aremodifiedtofocusonfoods  
Ordinarilyconsumedwholeandinundilutedfbrm．  
8 paragraph34wasomittedbecauseitcontainsonlygeneralinfbrmationoflittlerelevancetomaterialsatrlowleveI  
presence；paragraPhs48－53wereomittedbecausetheyrefertonutritionalmodifications；andparagraph59wasomitted  
becauseitreferstoinformationrelevanttothesafttyaSSeSSmentundertheCodexPlantGuideline，butparagraph140f  
Section3isadaptedfromit・   
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B）history ofcultivationanddevelopmentthroughbreeding，inparticularidentifyingtraitsthatmay  
adverselylmpaCtOnhumanhealth；  

C）informationonthehostplant’sgenotypeandphenotyperelevanttoitssafbty，includinganyknown  

toxicityorallergenicity；and  

D）historyofsafeusefbrconsumptionasfood．  

24・Relevantphenotypicinformationshouldbeprovidednotonlyfbrthehostplant，butalsoforrelated  
SpeCiesandfbrplantsthathavemadeormaymakeasignificantcontributiontothegeneticbackground  
Ofthehostplant．  

25・Thehistoryofusemayincludeinformationonhowtheplantistypicallycultivated，tranSpOrtedand  
StOred，WhetherspecialprocesslnglSrequiredtomaketheplantsafetoeat，andtheplant’snomalrole   
inthediet（e・g・Whichpartoftheplantisusedasafbodsource，Whetheritscopsumptionisimportantin  

Particularsubgroupsofthepopulation，Whatimportantmacro－Ormicro－nutrlentSitcontributestothe  
diet）．   

I）ESCRIPTIONOFTHEDONORORGANISM（S）  

26・Informationshouldbeprovidedonthedonor 
． 

membersofthefami1ynaturallyexhibitcharacteristicsofpathogenlCltyOrtOXlnprOduction，Orhave  
Othertraitsthatafftcthumanhealth．Thedescriptionofthedonororganism（S）shouldinclude：  

A．itsusualorcommonname；  

B．scientincname；  

C．taxonomicclassification；  

D．infbrmationaboutthenaturalhistoryasconcernSfbodsaftty；  

E・information on naturally occurrlng tOXins and allergens；for microorganisms，additional  
informationonpathogenicityandtherelationshiptoknownpathogens；and，  

F・infbrmationonpastandpresentuse，ifany，inthefoodsupplyandexposureroute（S）other  
thanintended丘）Oduse（e、．g．，POSSiblepresenceascontaminantS）．   

DESCRIPTIONOFTHEGENETICMODIFICATION（S）  
27・Sufncientinformationshouldbeprovidedonthegeneticmodincationtoallowfbrtheident沌cationof  
allgeneticmaterialpotentiallydeliveredtothehostplantandtoprovidethenecessaryinformationfbr  
theanalysisofthedatasupportlngthecharacterizationoftheDNAinsertedintheplant・  

28・ThedescrlPt10nOfthetransformationprocessshouldinclude：  

A）informationonthespecincmethodusedforthetransfbrmation（e．g．Agrobacterium－  
mediatedtranSfbrmation）；  

B）infbrmation，ifapplicable，OntheDNAusedtomodifytheplant（e．g．helperplasmids），  
includingthesource（e・g，plant，microbial，Viral，Synthetic），identityandexpectedfunction  
intheplant；and  

C）intermediatehostorganismsincludingtheorganis㍗S（e・g・bacteria）usedtoproduceor  
processDNAfortransformationofthehostorganlSm；  

29・InfbrmationshouldbepてOVidedontheDNAtobeintroduced，including：  

A）thecharacterizationofa11thegeneticcomponentsincludingmarkergenes，regulatoryand  
OtherelementsafftctingthefunctionoftheDNA；  

B）thesizeandidentity；  

C）thelocationandorientationofthesequenceinthefinalvector／construct；and  

D）thefunction．   



9   

CHARACTERIZATIONOFTHEGENETICMODIFICATION（S）  
30・InordertoprovideclearunderstandingoftheimpactonthecompositionandsafttyOffoodsderived  
from recombinant－DNA plants，aCOmprehensive molecularand biochemicalcharacterization ofthe  
geneticmodificationshouldbecamiedout．  

31・InformationshouldbeprovidedontheDNAinsertionsintotheplantgenome；thisshouldinclude：  

A）thecharacterizationanddescriptionoftheinsertedgeneticmaterials；  

B）thenumberofinsertionsites；  

C）theorganizationoftheinsertedgeneticmaterialateachinsertionsiteincludingcopynumber  
and sequence data oftheinserted materiaJand ofthe surrounding reglOn，Sufficient to  
identifyanysubstancesexpeSSedasaconsequnCeOftheinsertedmaterial，Or，Wheremore  
approprlate，OtherinfbrmatlOn SuCh as analysIS OftranscrlPtS Or eXpreSSion products to  
identifyanynewsubstancesthatmaybepresentinthefood；and  

D）identi貞cation of any open reading h－ameS Within theinserted DNA or created by the  

insertionswithcontlguOuSplantgenomicDNAincludingthosethatcouldresultinfusion  
PrOteins・  

32・Infbrmationshouldbeprovidedonanyexpressedsubstancesintherecombinant－DNAplant；thisshould  
include：  

A）thegeneproduct（S）（e・g・aprOteinoranuntranslatedRNA）；  

B）thegeneproduct（S）’function；  

C）thephenotypicdescriptionofthenewtrait（S）；  

D）thelevelandsiteofexpressionintheplantoftheexpressedgeneproduct（S），andthelevels  
Ofitsmetabolitesintheedibleportionsoftheplant；and  

E）wherepossible，theamountofthetargetgeneproduct（S）ifthefunctionoftheexpreヲSed  

SequenCe（S）／gene（S）istoaltertheaccumulationofaspecincendogenousmRNAorproteln・  

33．Inaddition，infbrmationshouldbeprovided：  

A）todemonstratewhetherthearrangementofthegeneticmaterialusedfbrinsertionhasbeen  
COnServedorwhethersignificantrearrangementshaveoccurreduponintegration；  

B）todemonstratewhetherdeliberatemodincationsmadetotheaminoacid sequenceofthe  
expressed protein resultin changesinits post－tranSlationalmodincation or affect sites  
Criticalfbritsstructureorfunction；  

C）todemonstratewhethertheintendedefftctofthemodincationhasbeenachievedandthatall  
expressed traits are expressed andinheritedin a manner thatis stable throughseveral  
generations consistentwithlaws ofinheritance．It may be necessary to examine the  
inheritance ofthe DNAinsertitselforthe expression ofthe corresponding RNAifthe  
phenotypiccharacteristicscannotbemeasureddirectly；  

D）todem？nStrateWhetherthenewlyexpressedtrait（S）areexpてeSSedasexpectedinthe  
approprlate tissuesina manner and atlevels that are consIStentwith the associated  
regulatorysequencesdrivingtheexpressionofthecorrespondinggene；  

E）toindicatewhetherthereisanyevidencetosuggestthatoneorseveralgenesinthehostplant  
hasbeenaffectedbythetransformationprocess；and  

F）tocon貞rmtheidentityandexpressionpatternofanynewfusionproteins・   
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ASSESSMENTOFFOODSAFETYCONSIDERATIONS  

ExpressedSubstances（non－nuCleicacidsubstances）  

Assessmentofpossibletoxicity  

35．Theassessmentoffoodsafttyconsiderationsshouldtakeintoaccountthechemicalnatureandfunction   
ofthenewlyexpressedsubstanceandidentifytheconcentrationofthesubstanCeintheediblepartsof  
therecombinant－DNAplant，includingvariationsandmeanvalues・  

36・36・Informationshouldbeprovidedtoensurethatgenescodingforknowntoxinspresentinthedonor   
Organismsarenottransferredtorecombinant－DNAplantsthatdonotnormally expressthosetoxic   
characteristics・ThisassuranceisparticularlylmpOrtantincaseswherearecombinant－DNAplantis   
processeddifftrently丘omadonorplant，SinceconventionalfoodprocesslngteChniquesassociatedwith  
thedonororganismsmaydeactivate，degradeoreliminatetoxicantS・  

37．ForthereasonsdescribedinSection3，COnVentionaltoxicologystudiesmaynotbeconsiderednecessary  
Wherethesubstanceoracloselyrelatedsubstancehas，takingintoaccountitsfunctionandexposure，   
beenconsumedsafblyinfbod・Inothercases，theuseofapproprlateCOnVentionaltoxicologyorother  
Studiesonthenewsubstancemaybenecessary・  

38．Inthe case ofproteins，the assessmentofpotentialtoxicityshouldfocus onamino acid sequence  
similaritybetweentheproteinandknownproteintoxinsaswellasstabilitytoheatorprocessingandto   
degradationinappropriaterepresentativegastricandintestinalmodelsystems・Appropriateoraltoxicity   
studies9mayneedtobecarriedoutincaseswheretheproteinpresentinthefoodisnotsimilarto  
proteinsthathavepreviouslybeen consumed saftlyinfood，and takinglntOaCCOuntitsbiologlCal  
functionintheplantWhereknown．  

39．Potentialtoxicityofnon－prOtein substancesthathavenotbeen safヒ1y consumedinfbodshould be   
assessedonacase－by－CaSebasisdependingontheidentityandbiologicalfunctionintheplantofthe   
substanCeanddietaryexposure．Thetypeofstudiestobeperformedmayincludestudiesonmetabolism，  
toxicokinetics，Sub－Chronic toxicity，Chronic toxicity／carcinogenicity，rePrOduction and development  
toxicityaccordingtothetraditionaltoxicologicalapproach・  

40．Thismayrequiretheisolationofthenewsubstancefromtherecombinant－DNAplant，Orthesynthesis   
OrprOductionofthesubstancefromanalternativesource，inwhichcase，thematerialshouldbeshown   
tobebiochemically，StruCturally，andfunctiona11yequlValenttothatproducedintherecombinant－DNA  
plant．  

AssessmentofpossibIeallergenicity（PrOteins）  

41．Whentheprotein（S）resultingfiomtheinsertedgeneispresentinthefood，itshouldbeassessedfbr   
potentialallergenlCltyin allcases・Anintegrated，StePwise，CaSe－by－CaSe aPprOaChusedin the   
assesヲmentOfthepotentialallergenicityoftheりeWly－eXpreSSedprotein（S）shouldrelyuponvarious  

criterlauSedincombination（SincenosinglecriterlOnissufncientlypredictiveoneitherallergenicityor  
non－allergemicity）．Asnotedin paragraph20，the data should be obtainedusing sound scientinc  
methods．AdetailedpresentationofissuestobeconsideredcanbefoundintheannextotheCodex   
PlantGuidelineentitledAssessmentQfPossibleAllergeniciO／．10  

42・Thenewlyexpressedproteinsinfbodsderived丘omrecombinant－DNAplantSShouldbeevaluatedfbr   
anypossibleroleintheelicitationofgluten－SenSitiveenteropathy，iftheintroducedgeneticmaterialis  
Obtainedfromwheat，rye，barley，OatS，Orrelatedcerealgrains．  

43・Thetransfbrofgenesftomcommonlyallergenicfoodsand丘omfoodsknowntoelicitgluten－SenSitive   
enteropathyinsensitiveindividualsshouldbeavoidedunlessitisdocumentedthatthetransfbrredgene  
doesnotcodeforanallergenorforaproteininvoIvedingluten－SenSitiveenteropathy・  

9GuidelinesfororaltoxICltyStudieshavebeendevelopedininternationalfora，forexample，theOECDGuidelinesfor  
theTestingofChemicals．  

10 TheFAO／W＝Oexpertconsultation2001report，Whichincludesreftrencetoseveraldecisiontrees，WaSuSedin  

developingtheallergenicityAnnex．   
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AnalysesofKeyToxicantsandA11ergens  

44・Analysesofkeytoxicants‖andal1ergensareimportantincertaincasesoffbodsfromrecombinant－DNA  
Plants（e・g・，thosethatarecommonlyconsumedwholeandundiluted，SuChaspotatoes，tOmatOeS，and  
papaya）・Analyses ofconcentrations ofkey toxicants and allergensofthe recombinant－DNA plant  
typicalofthefbodshouldbecomparedwithanequivalentanalysisofaconventionalcounterpartgrown  
andharveStedunderthesameconditions・ThestatisticalsignincanceofanyobseⅣeddiffbrencesshould  
beassessedinthecontextoftherangeofnaturalvariationsfbrthatparametertodetermineitsbiological  
Significance．Thecomparator（S）usedinthisassessmentshouldideallybethenearisogenicparentalline．   
Inpractice，thismaynotbefbasibleatalltimes，inwhichcasealineascloseaspossibleshouldbe  
Chosen．ThepurposeofthiscomparisonistoestabJishthatsubstancesthatcanafftctthesafbtyofthe  
fbodhavenotbeenalteredinamannerthatwouldhaveanadverseimpactonhumanhealth．  

45．Thelocationoftrialsitesshouldberepresentativeoftherangeofenvironmentalconditionsunderwhich  
theplantvarietieswouldbeexpectedtobegrown．Thenumberoftrialsitesshouldbesufncienttoallow  
accurateassessmentofkeytoxicantsandallergensoverthisrange．Simi1arly，trialsshouldbeconducted  
OVeraSufncientnumberofgenerationstoallowadequateexposuretothevarietyofconditionsmetin  
nature．Tominimiseenvironmentalefftcts，andtoreduceanyefftctfromnaturallyoccurringgenotypic  
Variationwithinacropvariety，eaChtrialsiteshouldbereplicated．Anadequatenumberofplantsshould  
besampledandthemethodsofanalysisshouldbesufficientlysensitiveandspecinctodetectvariations  
inkeytoxicantsandallergens．  

EvaluatiomofMetabolites  

46．Somerecombinant－DNAplantsmayhavebeenmod摘edinamannerthatcouldresultinneworaltered   
levelsofvariousmetabolitesinthefood．Incertaincasesoffbodsfromrecombinant－DNAplants（e・g・，  

thosethatarecommonlyconsumedwholeandundiluted），COnSiderationshouldbegiventothepotential  
fbrtheaccumulationofmetabolitesinthefbodthatwouldadverselyafftcthumanhealth・Assessment  
Offbodsafヒtyconsiderationsarisingfromlowlevelpresenceofrecombinant－DNAmaterialinfoods  
丘om such plants requlreSinvestlgation ofresidue and metabolitelevelsinthe fbod・Wherealtered  
residue or metabolitelevels areidentinedinfoods，COnSideration should be glVentO the potential   
impactsonhumanhealthusingconventionalproceduresfbrestablishingthesafetyofsuchmetabolites   
（e．g・PrOCeduresfbrassessingthehumansafttyofchemicalsinfbods）．  

Food Processing 

47．The potentialefftcts of food processlng，including home preparation，On fbods derived from  
recombinant－DNAplantsshouldalsobeconsidered．Forexample，alterationscouldoccurintheheat  
Stabilityofanendogenoustoxicant．Informationshouldthereforebeprovideddescribingtheprocessing   
COnditionsusedintheproduction ofafoodingredient斤om the plant．Forexample，inthecase of   
Vegetableoil，informationshouldbeprovidedontheextractionprocessandanysubsequentrenning  
StepS・   

SECTION5－OTHERCONSII）ERATIONS  
POTENTIALACCUMULATIONOFSUBSTANCESSIGNIFICANTTOHUMANIIEALTH  

54．Somerecombinant－DNAplantsmayexhibittraits（e，g・，herbicidetolerance）whichmayindirectlyresult   
inthe potentialfor accumulation ofpesticide residues，altered metabolites ofsuch residues，tOXic  
metabolites，COntaminants，OrOthersubstanceswhichmayberelevanttohumanhealth・Tncertaincases   
Offoods丘omrecombinant－DNAplants（e・g・，thosethatarec？mmOnlyconsumedwholeandundiluted），   

theassessmentshouldtakethispotentialforaccumulationlntOaCCOunt．Conventionalproceduresfbr   
establishing the safetyof such compounds（e．g．，PrOCedures fbr assessing the human safbtyof  
Chemicals）shouldbeapplied．  

‖KeytoxicantsarethosetoxicologlCallyslgniRcantcompoundsknowntobeinherentlypresentintheplant，SuChas  
thosecompoundswhosetoxicpotencyandlevelmaybesigni坑canttohealth（e．g．solanineinpotatoesifthelevelis  
increased．   
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USEOFANTIBIOTICRESISTANCEMARKERGENES   

55．AlternativetransformationtechnologleSthatdonotresultinantibioticresistanCemarkergenesinfbods  
Shouldbeusedinthefuture developmentofrecombinant－DNA plants，WheresuchtechnologleS are  

availableanddemonstratedtobesafe．  

56．Genetransftr丘omplantsandtheirfoodproductstogutmicroorganismsorhumance11sisconsidereda  
rare possibilitybecause Of the many COmPlex and unlikely events that would need to occur   
consecutively・Nevertheless，thepossibilityofsucheventscarmotbecompletelydiscounted12・  

57．InassessingsafttyoffoodscontainingantibioticresistanCemarkergenes，thefb1lowingfactorsshould  
beconsidered：  

A）theclinicalandveterinaryuseandimportanceoftheantibioticinquestion；  

（Certain antibiotics are the only drug available to treat some clinicalconditions（e■g．  
VaワCOmyCinforuseintreatingcertainstaphylococcalinftctions）・Markergenesencoding  

resIStanCetOSuChantibioticsshouldnotbeusedinrecombinant－DNAplants．）  

B）whetherthepresenceinfbodoftheenzymeorproteinencodedbytheantibioticresistance  
marker gene would compromise the therapeutic efncacy of the orally administered  
antibiotic；and  
（ThisassessmentshouldprovideanestimateoftheamOuntOforallyingestedantibioticthat  
COuldbedegradedbythepresenceoftheenzymeinfood，takinglntOaCCOuntfactorssuchas  
dosageoftheantibiotic，amOuntOfenzymelikelytoremaininfbodfo1lowlngeXpOSuretO  
digestive conditions，including neutralor alkaline stomach conditions and the needfor  
enzyme cofactors（e．g．ATP）forenzymatic activity and estimated concentrationofsuch  
factorsinfood．）  

C）safbtyofthegeneproduct，aSWOuldbethecaseforanyotherexpressedgeneproduct．  

58．Ifevaluationofthedataandinfbrmationsuggeststhatthepresenceoftheantibioticresistancemarker  
geneorgeneproductpresentsriskstohumanhealth，themarkergeneorgeneproductshouldnotbe  
presentin the fbod．Antibiotic resistance genes usedinfood production that encode resistanCe tO  
Clinical1yusedantibioticsshouldnotbepresentinfoods，   

SECTION3－DATAANDINFORMATIONSHARING  

9．InorderforCodexMemberstousethisAnnex，itisessentialthattheyhaveaccesstorequisitedataand  
information．  

10・CodexMembers shallmake availableto acentraldatabase（to be maintained by．．．）informationon  
recombinant－DNAplantsauthorizedinaccordancewiththeCodexPlantGuidelineThisinfbrmation  
Shallbepresentedinaccordancewiththefbllowingformat：  

a・nameOfproductapplicant  

b．summaryofapplication  

C．COuntryOfauthorization  

d．dateofauthorization  

e．scopeofauthorization  

仁 unlqueidenti頁er  

g．summaryofsafttyassessmentbycompetentauthority（s），and  

h・COntaCt details ofthe competent authority（S）responsiblefor the safetyassessment and the  
productapplicant．  

12 Incaseswheretherearehighlevelsofnaturallyoccurringbacteriawhichareresistanttotheantibiotic，thelikelihood  
Ofsuchbacteriatransfbrringthisresistancetootherbacteriawillbeordersofmagnltudehigherthanthelikelihoodof  
transftrbetweenlngeStedfoodsandbacteria．  

長   
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1l．This process shallfacilitate rapid access byimportlng Codex Member countries to additional   
informationrelevanttotheassessmentoffbodsafetyconsiderationsarisingftomlow－1evelpresenceof  
recombinantDNAplantmaterialinfoodsinaccordancewiththisAnnex．  

12・The authorizing Codex Member shallmake available complementaryinformation to other Codex  

MembersontheoutcomeofitssafetyassessmentinaccordancewiththeCodexPlantGuideline，in  
COnfbrmitywithitsregulatory／1egalframework・  

13・Theproductapplicantshallmakeallreasonableeffbrtstoprovidefurtherinfbrmationandclarincation  

asnecessarytoallowtheassessmentaccordingtothisAnnextoproceed，aSWellasavalidatedprotocol  
fbranevent－SpeCificortrait－SpeCincdetectionmethod，aSSPeCifiedbytheCodexMember，andnon－  

viablereftrencematerials．  

14．Asappropriate，neWSCientincinformationrelevanttotheconclusions ofthefood safttyassesSment  
COnductedinaccordancewiththeCodexPlantGuidelinebytheauthorizingcountryshouldbemade  
available．   
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Attachment2  

PROPOSEDDRAFTANNEXTOTHECODEXGULDELIWFORTHECOWUCTOFFOOD   
SAFETYASSWOFFOODSDEⅣI′EpFR脚RECO〟丑〟Ⅵ4〃m∧uWTS（CAC／GL  
45－2003）：ASSESSMENTOFFOODSAFETYCONSIDERATIONSAR［SINGFROMLOW－LEVEL  

PRESENCEOFRECOMBINANT－DNAPLANTA4ATERIALINFOOD  

SECTIONl－PREAAtBLE  

l．Anincreaslng number of recombinant－DNA plantS are being authorizedfor commercialization・  
However，they are authorized at dif托rent ratesin difftrent countries．Asa consequenCe Ofthese  
asymmetric authorizations，lowlevelsofrecombinantDNA plantmaterialsthathavepassedafbod  
SafbtyassessmentaccordingtotheCodexGuidelineforthe conductofFood SafttyAssessmentof  
FoodsDerivedfromRecombinant－DNAPlants（CodexPlantGuideline）inoneormorecountriesmay  
On OCCaSion be presentinfoodinimporting countriesin whichthefood safetyofthe relevant  
recombinant－DNAplantShasnotbeendetermined．  

2．This Annex describes the recommended approach to making assessments of the food saftty  
COnSiderationsinsuch situations oflow－1evelpresence ofrecombinant－DNA plant materialorin   
advancepreparationfbrsuchpotentialcircumstances13・  

3．ThisannexalsodescribesdataandinformationsharingmechanismstofhcilitateutilizationoftheAnnex  
andtodeterminewhetheritshouldapply．  

4・ThisAmexcanbeappliedintwodifftrentdietaryexposuresituatiorlS：  

a．ThatinvoIvingcommodities，SuChasgralnS，beansoroilseeds，inwhichexposuretofbod倉oma  
Varietynotauth0rizedintheimportingcountrywouldlikelybetodilutelowlevelamountsat  
any One time．This wouldlikely bethe more common situation oflow－levelpresence of  
recombinant－DNAplantmaterial．BecauseanyfoodservlngOfgralnS，beansoroilseedswould  
almostnecessari1ycomefrommultipleplants，andbecauseOfhowthesetypesofcommodities  
generallyare SOurCed丘om multiple farms，are COmmlngledin graln elevators，arefurther  
COmmingledinexportshipments，atimportandwhenusedinprpc？Sedfbods，anyinadvertently  

COmmlngledmaterialderived丘omrecombinant－DNAplantvanetleSWOuldbepresentonlyata  
lowlevelinanyindividualservlngOffood．  

b．ThatinvoIvingfbodsthatareCOmmOnlyconsumedwholeandundiluted，SuChassome舟uitsand  
Vegetableslikepotatoes，tOmatOeS，andpapaya，inwhichexposurewouldberarebutcouldbeto  
anundilutedformoftheunauthorizedrecombinant－DNAplantmaterial．Whilethelikelihoodof  
COnSumingmaterial丘om suchanunauthorizedvarietywould belowandthelikelihood of  
repeated consumption would be muchlower，any SuCh consumption might be ofanentire  
unauth0rizedfruitorvegetable．  

5．Inbothcases，thedietaryexposurewillbらsigni頁cantlylowerthanwouldbeconsideredinafoodsafbty  
assessmentoftherecombinant－DNAplantaCCOrdingtotheCodexPlantGuideline．Asaresult，Only  
certainelementsoftheCodexPlantGuidelinewillberelevantandthereforeareincludedinthisAnnex．   

6． ThisArmexdoesnot：   

・AddressriskmanagementmeaSureS；nationalauth0ritieswi11determinewhenarecombinant－DNA  
plantmaterialispresentatalevellowenoughfbrthisAmextobeappropriate；   

・preClude nationalauthorities丘om conductingasafttyassessment accordingto the CodexPlant  
Guideline14；COuntriescandecidewhenandhowtousetheAnnexwithinthecontextoftheir  
regulatorysystems；Or  

13 Thisguidanceisnotintendedforarecombinant－DNAplantthatwasnotauthorizedinanimportingcountryasa  
resultofthatcountry’sfoodsafttyassessment．  

14TheTermsofRefもrencestatesthattheannexwouldnotprecludenationalauthoritiesfromconductinga㍑fu11risk  
assessment．”However，theWorkingGroupnotedthatinthecontextofanannextotheCodexPlantGuideline，itwould  
bebettertostatethattheannexwouldnotprecludenationalauthorities魚・OmCOnductinga“safttyassessmentaccording  
totheCodexPlantGuideline．”   




