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{;.S. E:>IVIRO:,\;\I[:,\TAL PROTECTIO:'\ AGE:"CY 
OfficI? of Pesticide Program~ 
Biopesticides and Pollution 
Prevention Division (7511P) 

Ariel Rios Building 
1200 Pennsylvania Ave., ;-;W 

Washington, D.C. 20460 

NOTICE OF PFSTICIDF: 
.JL Registration 

f-PA Reg !'>:umhcr Oat..- of Issuance 

67979-8 

f12~7 
lcnn (lrl"~uJ.ncl..· Conditional 

~ame or PestiCIde ProJUl t _ Reregistration 
(und ... ·l FlfR >\. " ... :lmenlielil 

Bt 11 x MlR604 Corn 
~------------------------------------~~~~~~~-------4 

Na ne and Address of Registrant (include ZIP Code): 

SYI genta Seeds. Inc., Field Crops - NAFTA 
P.C. Box 12257.3054 East Cornwallis Road 
Re,earch Tnangle Park, NC 27709·2257 

Not ': Chllngc\ in labeling differing in \ubstancc fwm that accepted in COllnection with thh regi\tratioll mllst be submitted to and accepted by 
the liopClilicide!o and Pollution P,'c\eut!on Oh"i<,joll prior to use of the label in commerce. In all)' correspondence all lilis product ah\lays refer 
~e abo\(' EPA rl'Oistration numb"f. 

Un Ile hasls of InfOrmallP" fumished hy th(,." regl~tTJnt. the ah(lh' nan1~'d PC"IICldl" ii> hen:+':. ft"gisiert"d n:n:g.lslered under the h:dcrallnsecticldc. 
Fun: Icide <lnd Rodenticide Act. Rcglsuatill1l is l!1 1\(1 way III hI:" conslrued us an em.l()r~elnl'nl (If reco!nm>:nuation of this produci by the Agency In order 
III Pl0tcct health and the cnvil(lnment. thl" Alim11li<;tratnr. nn hl<' motIOn, rna:. ,11 ,lilY \lInl' ~u ... p.:nd or canl:ei the n'f'l<;tratlon (If a Pl'stlclde in acconiance 
With the Act rhe acceptance (If any name 10 CPIl1ll'>.::tllln \\ Ilh th.: "':~!"Istralhln PI' u pnxlud unJt'r Ihls Ad IS not to h.: construeJ .l~ ~!I' ... ng Ihe regIstrant a 
ngh' 10 exclu!>l\c u .. t" (11 th .... n:\llle Of III It:. use If II ha ... Ix-en cmcrnJ by othl"I" 

Th; registration application refencd to ahovc, submitted in connection with registration under § 
3(c)(7)(A) of the Federal Insecticidc, Fungicide. and Rodenticide Act, as amended. is acceptable 
pre vided that you do the following tenns and conditions 

1) The subject registration will automatically expire on midnight October 15, 2008. 

2) The subject registration will be limited to mCryJA [modified Cry3A protein and 
the genetic material necessary for its production (via elements ofpZM26) in Event MlR604 corn 
SYN-IR604-8] X Cryl Ab [Bacillus thuringiensis Cryl Ab delta-endotoxin and the genetic material 
nee essary for its production (Plasmid Vector pZ01502) in corn] corn for usc in field corn. 

3) Submit:cite all data required for registration of your product under FIFRA § 3(c)(5) when the 
Ag~ncy requires registrants of similar products to submit such data. 

4) :;ubmitl cite all data required to suppnli the individual plant-incorporated protectants in Btl 1 
Cr~'lAh corn and MlR604 mCry3A corn within the timeframes required by EPA Registration 
Nu nbers 67979-1 and 67979-5. 
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5) Additional Southern ana(vscs of a Btl I x MIR604 In'brid along with the parental Btl I and 
MIR604 maize inbreds must be submitted as confirmatolY data within one (1) year to complete 
the database for the stacked BI I I x MIR604 mai;:e hyhrid. The analvsis must utilize a new 
molecular weight reference D,\'A ladder and attempl 10 demonstrate a lack of any non-specific 
scquence binding of the labeled ladder probe to the plasmid vector probes. 

6) You must commit to do the following Insect Resistance Mwwgement Program: 

a. Refuge Requirements 

These refuge requirements do not apply to seed increas{'/propagation of inbred and hybrid seed 
corn. 

Grower a/<reements (also Imol\'l/ as ste11'ardship agreements) will specify t!tat growers must 
adhere to the following refuge requircments as described in the grower guiddproduct use guide 
andlor in supplements to the grower guide/product use guide. 

Com Belt I Non-lotion Growing Region ReU'ge Requirements 

For com grown in the US Com Belt two optionsfor deployment of the refuge are available to 
growC/"s. 

Thcfirst option is plantin/< a common re{t,gefor both com borers and corn rootworms. The 
common reu<ge must be planted 11ith corn hyhrids thot do not contaill Bt technologies for the 
control of com root1\Or/115 or corn borers. The refuge area must rcprcsent at least ]0% of the 
grower's corn acres (i.e. s/lm or; Bt I I .\ MIROII4) acres and refuge acres}. It can be planted as a 
block adjacent to the [Bt I I x MIR604/ .field. perimeter strips. or in:fie/d strips. If pcrimeter 
strips arc implemented. tlte strips must be at least 4. and preferahly Ii consecutive rows wide. If 
strips within the [Btl I x AllR6114} field are implemcnted. then at least 4. and preferab(r 6 
consecutive rows should be plal/led. The common refi<ge can be treated with a soil-applied or 
seed-applied insecticide to cOlltrol rootworm larme and other soil pests. The re(i'ge can also be 
treated with a non-Btfoliar i1lSecticidcfor cOlltrol of late scason pests if pest pressure reaches 
an economic thresholdfor damage; howe\'er. if rooMorm adults arc present at the time offoliar 
applications then the [Bt I I x MIR604}ficld mllst be /i'cated in a similar manner. 

The second option is planting separate rc,(i'ge areas for corn borers and CO/'/1 root'l'Orms. The 
corn borer refi<ge must he plallfed with a non-Btllepidopteral1-protecled hyhrid. must reprcsent 
at least 20% of the grower's com acres (i.e. sum off Btl I x MIR604) acres and com borer 
rc,(i<ge acres). and must he plallfed within 'h mile of the / Bt II x MIR6114} .field. The ('am borer 
re{tlge can be treated 1I'ith a soil-applied or seed-applied illSecticidefor carll rootwormlarval 
control. or a non-Bt/oliar-applied insecticide for com borer control if pest pressure reaches an 
economic threshold/or damage. The CO/'/1 root1l0rm refl<ge must be planted with a 110n-Bt/corn 
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rootworm-protected hybrid, but can be planted with Bt corn hybrids that control corn borers, 
The corn rootworm refilgc must represent at least ]()" 0 of the groll'er 's COl'll acres (i, e. sum of 
[Btl 1 x MJR604j acres and com rool\l'Orm refuge acres) and can be plamed as an adjacent 
block, perimeter strips, or in:field strips. The corn rootworm refuge can be treated with a soil­
applied or seed-applied il1.secticide to control roofl1'orm larvae and other soil pests. The refuge 
can also be treateR with (/ non-Et/oliar insecticidejor control of late season pests; however, if 
rOOfl1'orm adults are present at the time offoliar applications then the [Bt 11 x MJR604) field 
must be treated in a similar manner. Growers who fail to comply with the IRM requirements risk 
losing access to the prodl/ct. 

Cotton Growing Area Refilge Requirements 

For [Btl I x MJRfJ()4} corn grown in cotton-growing areas the cOl11mon r~fuge and separate 
refuge options are also available, however, thc refilge area is larger. Cotton-growing areas 
include the following states: Alabama, Arkansas, Florida, Georgia, Louisiana, North Carolina, 
Mississippi, So lith Carolina, Okialioma (onlv the counties of Beckham, Caddo, Comanche, 
Custer, Greer, Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (onZv the 
counties of Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelbl'. and Tipton), Texas 
(except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Jjpscomb, Moore, 
Ochiltree, Roberts, and Sherman) f'irginia (onlv the cOl/nties of Dinwiddie, Franklin City, 
Greensville, Isle 0/ Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex), and 
Missouri (only the coullfies of Dunkin, Nell' Madrid, l'cmiscot, Scott, and Stoddard). 

The/irst option is planting a common re(ilgc/or hotil com horers alld com roOl\l'Orll1s. The 
common refuge must be planted \I'itil corn hybrids that do not contain Bt technologies for the 
control 0/ corn rootworms or corn borers. The f'(:filge area must represent at least 50% of the 
grol1'er's corn acres (I. e. slim off Bt 11 x MIRMJ.J! acres and refuge acres). It can be planted as a 
block adjacent to the [Bt 11 x MI Ro04! /ield, perimeter strips, or in:field strips. If pcrimeter 
strips are implcmented, the strips must be at least 4, and preferably 6 consecutive rolt'S wide. If 
strips within the [Btll x M1R604] field are implemented, then at least 4, and pre/erahZI' 6 
consecutive rO\\'5 sholiid he planted. The COm17l01/ refilge can he treated with a soil-applied or 
seed-applied insecticide to control rootworm larme and other soil pests. The refuge can also be 
treated with a non-Bt foliar insecticide/or control of late season pests if pest pressure reaches 
an economic threshold/iJl" damage; howe1'cr, i!roOl\mrm adults arc prcsent at the time o/fi,liar 
applications thcll the [Bt 11 x 1'v!/RIi!l4J.field IIlust bc treated in a similar mallner. 

The second optioll is planting scparate re.filge areas/or corn borers and com root1\'Orms. The 
corn borer r~!ilgc must be planted with a non-Ht1cpidopteran-protected hyhrid, m/lst represcnt 
at least 50% of the growcr 's corn acres (i.l!. slim of[ Ht 11 x M/RMI4] aercs and corn borer 
re.fugc acres), and must he plallled within ~ mile ofthe [Htl J x MIR604j/ieid. The corn borer 
refilge can be treated with a soil-applied or seed-applied insecticide/or COl'1l rool\1'Orm larval 
control, or a non-Btfoliar-applied insecticide for com horer control if pest pressure reaches an 
economic threshold/or damage. The corn rootl1'orm rc.filge m1lst be planted with a non-Bt 
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cornlrootworm-protected hybrid. but can be plantcd with Bt corn hybrids that control corn 
borers. The corn rootworm refuge must represent at least 20% of the grower's corn acres (i.e. 
sum of [Btl 1 x MIR604] acres and corn roonmrm refuge acres) and be planted as an adjacent 
block, perimeter strips, or injield strips. The corn roollt'orm refuge can be treated with a soil­
applied or seed-applied insecticide to control roonmrm larvae and other soil pests. The rejilge 
can also be treated ,;";th a non-Btfoliar insecticidcfor control of late season pests; however, if 
roonlOrm adults are present at the time offoliar applications then the [Btl 1 x MIR604} field 
must be treated in a similar manner. Growers who fail to comply with the IRM requirements risk 
losing access to the product. 

b. Grower Agreements 

I J Persons purchasing the Bt corn product must sign a gro\\'('/' agreement. The term "grower 
agreement" refers to any grower purchase cOlt/ract, license agreement, or similar legal 
document. 

2J The grower agreement andlor specific stewardship doclI111e11ls referenced in the grower 
agreement 111USt clearly set forth the terms of the current IRM program. By signing the grower 
agreement, a grower must be contractual(v bound to campiI' with the requircments of the IRM 
program. 

3] Thl! registrant must develop a system (equil'alentto what is already approved for Btl 1 field 
com, EPA Reg. No. 67Y79-l) which is reasonabZv likeZv to assllre that persons purchasing the Bt 
corn product H'iIl affirm anllually that they are contractllalZv bOllnd to comply with the 
reqllircmellls of the IRA! program. The proposed s),stem will be submit/ed to EPA within 90 days 
frol11 the date ()f registration. 

4] The registrantl11ust lise grower agreements and submit to EPA within 90 daysfrom the date 
of registration a copy of that agreement und all.\' specific stC'1wrdship dacllments referenced ill 
the grower agreement. if Syngenta wishes to chunge any part of the grower agreement or any 
specific stC'1mrdship documents referenced in tlte gro1\'er agrecmcllt that 11 '0 II Id affect f!ither the 
cOl1tellt of the IRA! program or the legal cnforceability of the prol'isians ()fthe agreement 
relating to the IRA! program, thirt\' days prior to imp/el11ellling a proposed change, the registrant 
must submit to EPA the text of such changes to ensure thaI it is consistent with the tams and 
conditions ()f the amcndmclII. 

5] The rf!gistrant 11111St establish a system (eq1lim/f!ntto \\hat is already approl'edfor Btl 1, EPA 
Reg. No. 67979-1) '\)'hieh is reasonably likely 10 assllre that persons purchasing the BI corn sign 
grower agreement(s), and mllst prol'ide within YO dars from the date ()f the registration a written 
description ()f that systel11. 

6] The registrant shall maintain records ()f all Bt corn growC'Y agreemellts for a period of three 
years/rom December 31st ()f the year in which the agreement was signed. 
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7} Beginning on JanuQ/y 31, 20IJR and Q/JIlllaliv therea/ier, the registrant shall provide EPA with 
a report showing the number of 1m its of its Btil x MIR604 corn seeds sold or shipped and not 
returned, alld the number of such units that weI''' sold to persons who have signed grower 
agreements. The report shall cover the time/rame of the t11'e1ve-month period covering the prior 
A ugust through July, 

8} Beginning in JamlQ/y 31, 200R, and annllal(v th"rea.!ter, the re;.;istrant shall submit annual 
reports on units sold by State (units sold by counly level will be made available to the Agency 
upon request), IRM gro1\'('r agreement r"sults, alld the compliancc assurance program, including 
the education program on or before JanuQly 31" each year, 

9} The registrant must allol\' a review ()f the grower agrcements and grower agreement records 
by EPA or by a State pesticide regulatory agency if the State agency can demonstrate that 
confidential business information, including names, persollal information, and grower license 
number, will be protected. 

c. IRM Education and IRM Compliance Monitoring Programs 

I) Syngenta mllst design and implement a comprehensive, ongoing IRM education program 
designed to convcy to Bt II x MIR604 corn users the importance of compZving with the IRlI1 
program. The program shall include il?formatioll c/lcouraging Bt II x MIR604 corn users to 
pursue optional elements of the IRM program relating to rc{ilge configuration and proximity to 
Btl 1 x MIR604 cornfields. The education program shall inl'Olv" the use of multiple media, e.g. 
face-to-face meetings, mailing written materials, f:'PA reviewed language on IRJd requirements 
on the bag or bag tag, and electronic commJlnicatiuns sl/ch as hl' Internet, radio, or tele1'ision 
commercials. Copies ()f the materials will he pro1'ided to FPA for its records. The program shall 
involve at least one written communication annllalh' to each Bt II x MIR6114 corn user s('parate 
.Ii·om the grOll'Cr technical guide, lIIL' communication shall il10rm the user of thc currentlR.tf 
requirements. Syngenta shal/ coordinate its education programs with educational cfforts of other 
registrants and other organi::atio/lS, such as the ,Vational Com Gr01"crs Association and state 
extension programs. 

2J Annua/~v, the registrant shall revise, and expand as neCeSSal)', its education program to take 
into account the il?formation collccted through the compliance survey required under paragraph 
'6] ulldfi-ol11 other sOllrces. The changes shall address aspects of grower compliance that are not 
sufJici(,lItZv high. 

37 On JaI1lICII}' 31, :lOOR, tlte registrant must 1'1'01 'ide a report to f.l'A summarizing the activities 
carried olltunder the education program/or the prior year. Annual/v thereafter, tlte registrant 
must provide EPA any substantive changes to its grower education activities as part ()f the 
overalllRM compliance assurance program report. the rcqlliredfeatures ()f the compliance 
assurance program are described ill paragraphs 4} -I5} heloll'. 

4] The registrant must design and implemellt an ongoing IRM cumpliance assurance program 
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designed to evaluate the extent to which groyvers purchasing its Ht 11 x MIR604 Bt corn product 
are complying with the JRM program and that takes such actions as are reasonably needed to 
assure that growers 11'ho hal'e not complied with the program either do so in the future Or lose 
their access to the Btl 1 x M I R604 Bt corn product. The registrant shall coordinate with other Bt 
corn registrants in designing and implementing its compliance assurance program and integrate 
the Btl I x MJR604 CAP with the CAP alreadv approl'ed/or Btl J, EPA Registration Number 
67979-1. The registrant musl prepare and submit within IJO days of the date of registration a 
written description of their compliance assurancc program. Other required/eatures of the 
program are described in paragraphs 5J -I5J bclo11. 

5} The registrant must establish and publicize a "phased compliance approach," i.e., a guidance 
document that indicates hol1' the registrant will address instances of non-compliance with the 
terms of the lRM program and general criteriu for choosing among options/or responding to 
any nOll-compliant growers. The options shall include withdrawal of the right to purchase Bt 11 x 
MIR604 Bt corn for an indil'idual grower orfor all growers in a specific region. An individual 
grower foulld to be sigl1i/icantZv out of compliance 111'0 years il1 a row would be denied sales of 
the product the next year. Similarly, seed dealers who are not fulfilling their obligations to 
informleducate growers of their JRM obligations will lose their opportunity to sell Btl J x 
MJR604 Bt corn. 

6J Thc JRM compliance assurance program shall include an annual survey conducted by an 
independent third part)' of a statistieall)' reprcsentatil'c sample of growers of Bt corn products 
who plant the vast majorit)' of all corn in the u.s. and ill ureas in l1'hich the selection intcnsity is 
greatest I he survey shall consider onZv those growCl's 11-110 plant JOO or more acres of corn in 
the Com-Belt and who plallt 100 or more acres of com in corn-cotton areas .. The survey shall 
measure the degree of compliance l1'itll Ihe IRM program by grollus in dif(crent regio/lS of the 
country and consider Ihe potential impact of nOli-response. The sample size and geographical 
resolution may be adjusted annualZI', hused UpOIl illputji'om the independent marketing research 
firm alld academic scientists, 10 alloll' anaZvsis o(complicll1('e behal'ior 11ithill regioilS or 
bellt'ecn regions. The sample si=e mLlst provide a reasolluh/e sensitil'ityfoJ' comparing resuils 
across the u.s. 

7J The SIIn'C.V shall be desiglled 10 pr01'ide an UllderSlanding of any di{ticulties growers 
encounter in implementing fRM reqllirements. An analysis of the sun'ey results must include the 
reasons, extent, and pOlential biological significance of any implemelltalion deviations. 

RJ The survey shall be designed to obtain growcrfeedbad. 011 the usefulness of specific 
educational tools and initiatil'es. 

9 J The registrant shall prol'ide a!ina/l1Tittell sLlmmary of the results of the prior year's survey 
(together with a description of the regions, the melhodology used, and the supporting data) to 
EPA by January 31 of each ycar, beginning lI'ith ::008. lite registrant shall confer with other Bt 
corn registrants and EPA all the design and content ofthc sun'",)' prior to its implementation. 
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10j Annually, the res;istral1l shall revise, and expand as necessary, its compliance assurance 
program to take into account the in/ormation collected throus;h the compliance survey required 
under paragraphs 6} through Ii} and/rom other sOllrces. The changes shall address aspects 0/ 
grower compliance that arc not sLltJicielll~v high. 771e registrant must confer with the Agency 
prior to adopting any changes to a previously approved CAP. 

II j The registrant shall condllct an annual on-farm assessmel1l program. The registrant shall 
train its representatives who make on-farm visits with growers of their Bt corn products to 
pelform assessments a/compliance with IRM reqllirements. There is no minimum corn acreage 
size/or this program. There/ore, grOlterS will be s('lecled/or this programji-om across all/arm 
sizes. In the event that any ojthese visits result in the idelll(ficution 0/ a grower who is not in 
compliance with the IRM program, the re[?istranl shall take appropriate action, consistent with 
its "phased compliance approach," to promote compliance. 

12j The re[?istrant shall carry out a program/or im'e.lligating legitimate "tips and complaints" 
that its growers are not in compliance with the IRM program. Whenever an investigation res lilts 
in the identification a/a grOlter ,,·ho is not in compliance Hith the IRA1 program, the registrant 
shall take appropriate actioll, consistellll1'ith its "phased compliance approach. " 

J 3j if a grower, who purchases Bt11 x MIR604 Bt corn/or planting, was specifical(v identified 
as not being ill complial1ce during the prcTiotis year, the registrallt shall visit with the grower 
and e1'Qluate whether that the Rrower is in compliance "ith the IRM program/or the current 
year. 

14j Beginning JanullI) 31, :'1I()8 and alllwa/(l' thcr£'1ltier, Sl'ngcnta shall provide a report to 
EPA summarizing the acti]'ities carried out under their compliance assurance program for the 
prior year alld the plans for the compliance assurance program during the current year. The 
report will inelude information regarding graHn· intcractiollS (inc/uding, but not limited to, on­
farm l'isils, ]'er{fied tips and complaints, gr01\"CI' mcetings and letters), the extenl a/non­
compliance, correcti1'e measures to address the nOll-compliance, and any/allow-up actions 
taken. 

15 j The registral1l and the secd corn dcalers/or Ihe registrant must allow a review of the 
compliance records by EPA or hy a Slate pesticide regulatol}' agcncy if the State agency can 
demonstrate that confidelltial husiness illformatiOll, including the namcs, personal il~formation, 
and growCI' license Illimber oOhc growers 1,.,-11 be protected. 

d. Illsect Resistallce MOllitorillg 

l1w Agenc:v is imposing thefollowing conditions jar this product: 

Ij For thc CrylAb portion of the product, Ihe registranl lrillmonilorfor resislancl' and/or 
trends in increased toleral/ce/or European corn borer, South1\·cstcrn corn borer, and corn 
ean1'orm. Sampling should hejoel/sed in those areas il/ which there is the highest risk oj 
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resistance development. Monitoring mltst be carried out under the same protocols lIsed for Bt 11 
corn . 

2] For the mCry3A portion of the product. thc registrant must monitorfor 111Ciy3A resistance 
and/or trends in increase'd tolerance for corn rootwor111. Sampling should be focused in those 
areas in which there is the highest risk o(resistance del'elopmcnt. 

a] The registrant must provide' EPA its resistance monitoring plan for approval. A revised 
monitoring plan must be submitted to the Agency with 3 months of the date of registration 
consisting of a description of the steps to be takcn to establish corn rooMorm baseline sensitivity 
and damage guidelines. A detailed resistance monitoring plan must bc submit/ed to the Agency 
for review by January 31. 2008. This plan must include: baseline sensitivity data. sampling 
(number o( locations. samples pCI' locations). samplinf, methodology and life-stage sampled. 
bioassay methodology. standardization procedures (including QA/QC provisions). detection 
technique and sensitivity. the statistical analysis of the probability of detecting resistance. and an 
interim description of roo(lI'orm damagc guidclincs. 

b] The registrant must develop and validate an appropriate discriminating or diagnostic dose 
assay by Janumy 31. 2010. 

c] YOH must finalize root\\'orm damage guidelincs and submit these to BPPD b.v Janumy 3/. 
2010. 

3] The registrant mustfolloll'-llp on grolHT. cxtensioll specialist or consu/tal1l reports of 
une'xpected damage or control/ailures/or corn rootworm. 

4] The registrant must provide FPA with annual resistance monitoring reports by April 30th 
((orLepidoptera) and August 31st (for corn rool1l'orm) of each year beginning with :l008. 
reporting on populatiollS col/ected the previous year. 

e. Remedial Action Plalls 

For the Oy lAb portion o( the product. the Bt /1 October 15. :lOa 1 Remedial Action Plan 
for Responding to Resistance in European Corn Borer. Corn Earworm. and/or Southwestern 
Corn Borer must be uscdfor suspected alld confirmed feistanet' ofti1cse pests. 

For the mCry3A portion o(the product. thcrililowing program summary describes. in 
ordcr 0/ Cl'cnts. the steps that ml/st be taken to implement a rcmedial action plan i(resistance to 
corn roofl1'orm is confirmed (this general proecss has becn implementcdfor other lepidopteron 
and CR IV Bt corn products). 

1. Definition of Suspected Resistance: Resistance will be sllspected i( investigations of 
unexpected damage reports shOll' that: 
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a. implicated maize plant roots were expressing the mOy3A protein at the expected level; 
b. alternative causes of damage or lodging. sllch as non-target pest insect species, weather, 
physical damage, lan'almovementfi'om alternate hosts, planting errors, and other reasonable 
causes for the observations, have been ruled out; 
c. the level of damage exceeds guidelines for ('.\peeted damage. 

If resistance is "suspected ", the registrallfs will instruct affected growers to lise alternate pest 
control measures such as adulticide treatment, crop rotation thcfollowing year, or usc of soil or 
seed insecticides the following year. These measures arc intended to reduce the possibility of 
potentially resistant insects contributing to the following year's pest population. 

2. Confirmation of Resistance: Resistance will he col!firmed if all of the following criteria are 
met by progenyfi'om the target pest species sampledfi'om the area of "suspected resistance ": 

a.the proportion of larvae that can feed and sLilTil'e all mOy3A roots fi"om neonate to 
adult is sign!ficant~v higher than the baselinc proportion (currently being established); 
b.the LC50 of the test population exceeds the upper limit of the 95% confidence interval 
for the LC50 of a standard llnsc/ected population andlor survival in the diagnostic assay 
is significantly greater than that of a standard tlllselected population, as established by 
the ongoing baseline m(mi/oring program; 
c.the abili~l' to .Iltrl·ive is heritahle; 
d.mOy3A plant assays determinc that damage caused hy sun'iving insects would exceed 
economic thresholds; 
e.the identifiedjrequellc:v offield resistancc could lead to widespread product failure if 
subsequent collections in the a((cctedJield area(s) demonstrated similar bioassay 
results. 

3. Response to Confirmed Resistance: H1wn resistancc is "collfirmed ", thefollov.-inf< steps H'ill 
be taken: 

a.EPA will receive notification within 30 days of resistance confirmation; 
h.ajJectcd customers WId extcllSion agcllts will he notified about COl [firmed resistancc; 
c. affected custumers and extension agents will be encouraged to employ alternative 

CRII' control measures; 
d.sale and distrihution ofmCry3A mai::e in the affected area will cease immediately; 
e. a lonf<-term resistancc manaf<emellf action plan will be devised according to the 

characteristics of the resistance eVCllt and local agronomic needs. {The details of 
such a plan shuuld he approved by EPA and all appropriatc stakeholders.} 

f. Anllual Reporting Requiremellts 

1) Annual Sales: reported and summed hy state (coun(v level dala amilahle by request), JanllQly 
31 Sl each year; 
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2) Grolver Agreement: number ()f units of Bt corn seeds shipped or sold and not returned. and 

the nlllnber oj such units that \1'cre sold to persons who have signed grower agreements. January 
31 st each year; 

3) Grower Education: substantive changes to education program completed previous year. 
January 31st each year; 

4) Compliance Assurance Plan: Compliance Assurance Program activities and results. January 
31st each year; 

5) Compliance: to include annual survey results and plans Jar the next year; filii report January 
31st each year; 

6) Insect Resistance Monitoring Results: results of monitoring and investigations oj damage 
reports. August 31st each year, 

If these conditions are not complied with, the registration will be subject to cancellation 
in accordance with FIFRA Section 6( e). Your release for shipment ofthe product constitutes 
acceptance of these conditions, 

A copy of the stamped label is enclosed for your records, 

Sincerely, 

;t~:::!:::: 
Biopesticides and Pollution 
Prevention Division (7511P) 



Btl 1 x MIR604 Corn Seed 

[Alternate brand name: Agrislire™ CBILLlRHl 

Plant-incorporated protectant: 
Cry} Ab and mCry3A proteins for control of corn borers and corn rootworms 

This product is effective in controlling corn leaf, stalk, and car damage caused by corn borers 
and root feeding damage caused by com rootworms. 

Active Ingredients: 
Bacillus Ihuril1Kiens;s Cry I Ab delta-endotoxin protein and the genetic material necessary for 
its production in com .................................................................................................. <:0.0029%" 
Modified Cry3A protein, and the genetic material necessary for its production (via elements 
ofpZM26) in com (SYN-IR604-8) ..................................................... <:0.0069~o'· 

Inert Ingredients: 
Phosphinothriein acetyl transferase marker protein and the genetic material nccessary for its 
production (via elements of pZO 1502) necessary for Its production in COIll ........ ,,0.00002"'0'" 
PhosphOluannosc isomerase protein, and the genetic material necessary for its production (via 
elements ofpZM26) in com (SYN-IR604-8) ............................................................ <0.0002%· 

·Percent (wUwt) of whole plant on a dry'weight basis 

KEEP otT OF REACH OF CHiLDREl'I 
CAUTIO:"ll 

EPA Registration No. 67979-8 
EPA Establishment No. 66736-NC-OI 

Syngenta Seeds, Inc. - Field Crops - NAFTA 
P.O. Box 12257 

3054 East Cornwallis Rd. 
Research Triangle Park, NC 27709 

DIRECTIONS FOR USE 

It is a violation of federal law to use this product in any manner inconsistent with this 
labeling. All corn seed that contains the plant-incorporated protectant sold or distributed by 
Syngenta Seeds or its distributors must bc accompanied by informational material (e.g., a bag 
tag) indicating the registration number (67979-8) and the activc ingredients. and stipulating 
that growers read thc Grower Guide (or equivalent guidance) prior to planting the seed. 

Insects Controlled or Suppressed 

Field corn has bcen gcnctically transformed to produce the insecticidal protcins, Cry I Ab and 
mCry3A, for control or suppression of the following lepidopteran an~_coleA~il9s: 

l/" I coi1JlEl!l'S 
European corn borer (Osl,.;Il;a Ill/hilalis) . . .... It. ....... u.sed 
Southwestern corn borcr (Dialmea grandinsc/la) -=. $N 2 4 2UOl 
Southern cornstalk borer (Dialmell cramhidoides) . . ~ .. 
Corn earwornl (HelicOl'e/pll ~eu) 1l,.a.r .. ~a!loklo "", 

~' .. - ~ . 
... & J *.- .. ae.,Jo, • tt ", ~A-I-~ 
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Fall annyworm (Spodopfcrufrugiperda) 
Western earn rootwornl (Diahrotim virgifera virgi[era) 
Northern corn rootwonn (Diabrotica barheri) 
Mexican corn rootworm (Diabrotica virgifcru zeae) 

Insect Resistance :\Ianagement 

The following information regarding commcreial production Btll x MlR604 corn must be 
included in the Grower Guide (or equivalent)". 

Corn Belt / Non-Cotton Growing Region Refuge Requirements 

For corn grown in the US Corn Bclt two options for deployment of the refuge are available to 
growers. 

The first option is planting a common refuge for both eorn borers and corn rootwonns. The 
common refuge must be planted with corn hybrids that do not contain Bt technologies for the 
control of corn rootwornlS or corn borers. The rcfuge area must rcpresent at least 20% of the 
grower's corn acres (i.e. sum of [Btl I x MIR604] acres and refuge acres). It can be planted 
as a block adjacent to thc [Btl I x MIR604] ficld. perimcter strips, or in-ficld strips. If 
perimeter strips arc implemented, the strips must be at least 4, and preferably 6 consecutive 
rows wide. If strips within the [Btl I x MIR604] field arc implemented. then at least 4. and 
preferably 6 consecutive rows should be planted. The common refuge can be treated with a 
soil-applied or seed-applied insecticide to control rootwonn larvae and other soil pests. The 
refuge can also be treated with a non-Bt foliar insecticide for control of late season pests if 
pest pressure reaches an economic threshold for damage; however. if rootwonn adults are 
present at the time of foliar applications then the [Btll x MIR604] field must be treated in a 
similar manner. 
Economic thresholds will be determined using methods recommended by local or regional 
professionals (e.g .. Extension Service agents. crop consultants. etc.). The following is a 
schematic of one common refuge deployment option: 

Common Refuge 

Btll x MIR604 
corn (SO ac) 

[
Non-BI Corn-

(20 ac) t-----I---+ 
-



The second option is planting separate refuge areas for corn borers and corn rootworms. The 
corn borer refuge must be planted with a non-Bt,lcpidopteran-protected hybrid, must 
represent at least 20% of the grower's corn acres (i.e. sum of [Btl I x MIR604] acres and 
corn borer refuge acres), and must be planted within '/, mile of the [Btl I x MIR604] field. 
The corn borer refuge can be treated with a soil-applied or seed-applied insecticide for corn 
rootworm larval control, or a non-Bt foliar-applied insecticide for corn borer control if pest 
pressure reaches an economic threshold for damage. The corn rootwonn refuge must be 
planted with a non-Bt/eorn rootworm-protected hybrid, but can be planted with Bt corn 
hybrids that control corn borers. The corn rootwonll refuge must represent at least 20% of the 
grower's corn acrcs (i.c. sum of [Btll x MIR604] acres and corn rootworm refuge acres) and 
can be planted as an adjacent block, perimeter strips, or in-field strips. The corn rootworm 
refuge can be treated with a soil-applied or seed-applied insecticide to control rootworm 
larvae and other soil pests. The refuge can also be treated with a non-Bt foliar insecticide for 
control of late season pests: however, if rootwonn adults arc present at the time of foliar 
applications then the [Btl I x MIR604] field must be treated in a similar manner. Growers 
who fail to comply with the IRM requirements risk losing access to the product. 

The following is a schematic of one separate refuge option with the corn rootworm refuge 
planted as a block within the field and the corn borer refuge planted within a Y, mile of the 
Btl I x MIR604 field: 

Separate-Refuge Option 
{Two-Refuge Option, Double-Refuge Option, Paired-Refuge Optioni 

Btl! x MIR604 
corn (80 ac) 

-
[ Co," b"m 

protected corn 
(20 ac) 

:-;y, mile 

III • 
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:"ion-Bt corn] 
(25 ac) 

c. 



Corn/Cotton Growing Area {Cotton Growing Area} Refuge Requirements 

For [Btl I x MIR604] corn grown in cotton-growing areas the common refuge and separate 
refuge options are also availahle, however, the refuge area is larger. Cotton-growing areas 
include the following states: Alabama, Arkansas, Florida, Georgia, Louisiana, North 
Carolina, Mississippi, South Carolina, Oklahoma (only the counties of Beckham, Caddo, 
Comanche, Custer, Greer, Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee 
(only the counties of Carroll, Chester, Crockett, Dycr, Fayette, Franklin, Gibson, Hardeman, 
Hardin, Haywood, Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and 
Tipton), Texas (except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Oehiltrcc, Roberts, and Shennan) Virginia (only the counties of 
Dinwiddie, Franklin City, Greensville, Isle of Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex), and Missouri (only the counties of Dunkin, New Madrid, 
Pemiscot, Scott, and Stoddard), 

The first option is planting a common refuge for both corn borers and corn rootwonns, The 
common refuge must be planted with corn hybrids that do not contain Bt technologies for the 
control of corn rootworms or corn borers, The refuge area must represent at least 50% of the 
grower's corn acres (i.e. sum of [Btl I x MIR604] acres and refuge acres). It can bc planted 
as a block adjacent to the [Btl I x MIR604] field. perimcter strips, or in-field strips. If 
perimeter strips are implemented, the strips must be at least 4, and preferably 6 consecutive 
rows wide. If strips within thc [Btl I x MIR604] field are implemcnted, then at least 4, and 
preferably 6 consecutive rows should be planted. The common refuge can be treated with a 
soil-applied or seed-applied insecticide to control rootwornl larvae and other soil pests. The 
refuge can also be treated with a non-Bt foliar insecticide for conlrol of late season pests if 
pest pressure reaches an economic threshold for damage; however, if rootworm adults are 
present at thc time of foliar applications then the [Btl I x MIR604] field mllst be treated in a 
similar manner. 

The following is a schematic of one cOl11l11on refuge deploYl11cnt option: 

Common Refuge 

Btl! x i\11R604 
corn (50 ac) 

Non-Bt Corn 
(50 ac) 

Pa~" 4 of6 



The second option is planting separate refuge areas for corn borers and corn rootworrns. The 
com borer refuge must be planted with anon-Bt/lepidopteran-protected hybrid, must 
represcnt at least 50% of the grower's corn acres (i.c. sum of [Btl 1 x MIR604] acres and 
com borcr rcfugc acres), and must be planted within '/, mile of the [Btll x MIR604] field. 
The corn borer refuge can be treated with a soil-applied or seed-applied insecticide for corn 
rootwonn larval control, or a non-Bt foliar-applied insecticide for corn borer control if pest 
pressure reaches an economic threshold I'lr damage. The com rootworrn refuge must be 
planted with a non-Bt cornirootwonn-protected hybrid, but can be planted with Bt corn 
hybrids that control corn borers. The corn rootworm refuge must represent at least 20% of the 
grower's corn acres (i.e. sum of [Btll x MIR604] acres and corn rootworrn refuge acres) and 
be planted as an adjacent hlock, perimeter strips, or in-field strips. The corn rootworrn refuge 
caIl be trcated with a soil-applied or seed-applied insecticide to control rootworn1 larvae and 
other soil pests. The rcfuge can also be treated with a non-Bt foliar insecticide for control of 
late season pests; howevcr, if rootworrn adults arc prcsent at the timc of foliar applications 
then the [Btl I x MIR604] field must be treated in a similar manner. Growcrs who fail to 
comply with the IRM requirements risk losing access to the product. 

The following are schematics for two separate-refuge options with the corn rootw0rt11 refuge 
planted as a block within the Btl I x MIR604 field and the com borcr refugc plantcd as a 
block within a ,/, mile ofthc Btll x MIR604 field: 

Separate -Refuge Options 
{Two-Refuge Options, Double-Refuge Options, Paired Refuge Options I 

Btll x MIR604 
corn (80 ac) S'h mile 

4 ~ Non-Bf Corn [ , Corn borer (100 ac) 

protected corn 
(20 ac) 

- or-
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Btlt x MIR604 MIR604 corn 
corn (80 ac) :o;y, mile (80 ac) 

4 ~ -
[ Co," b,m 

protected corn 
(20 ac) _ 

-
[ Non-Bt corn 

(20 ac) 

-

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described in thc Grower Guide {IRM Guide} for Btll x MIR604 corn or other applicable 
product use documents. Growers who fail to comply with the IRM requirements risk losing 
access to the product. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn. 
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