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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. Larry Zeph 
Registration Manager 
Pioneer Hi-Bred International, Inc. 
Regulatory Science & Registration 
P.O. Box 552 
Johnston, IA 50131-0552 

Dear Dr. Zeph: 

AUG 202003 

Subject: Herculex I Insect Protection; Your March 20, 2003 and August 13, 2003 Letters 
Requesting to Amend the Label by Adding Western Bean Cutworm; WBCW 
Stewardship Plan Dated March 7, 2003 
EPA Registration No. 29964-3 

The amendment referred to above, submitted in connection with registration under 
section 3(c)(7)(A)ofthe Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is 
acceptable subject to the following comments. 

1. Submit and/or cite all data required for registration/reregistration of your product 
under FIFRA section 3( c)( 5) when the Agency requires all registrants of similar 
products to submit such data. 

2. Modify the label ingredients statement by adding the following Other Ingredient 
section: Other Ingredient: Substance produced by a marker gene and its 
controlling sequences in com .......... < 0.0020% 

3. Modify the label directions for use by changing "plant pesticide" to "plant­
incorporated protectant." 

4. Modify the label directions for use by modifying the statement "Insecticide 
treatments for controL.may be applied only if economic thresholds are 
reached ... " by adding Western bean cutworm (WBCW) to the list of pests in both 
places where this statement appears on the label. 

5. The specific Insect Resistance Management terms and conditions cited below 
(that were previously set forth in the Agency's October 15, 2001, letter) are 
modified as follows. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

a) Section 4) of d. Insect Resistance Monitoring: 

The registrant must follow up on grower, extension specialist or consultant reports of less 
than expected results or control failures for the target lepidopteran pests listed on the 
label, grower guides or other educational materials. The registrant will instruct its 
customers (growers and seed distributors) to contact them (e.g., via toll-free customer 
service number) if incidents of unexpected levels of damage occurs from the target pests. 
the registrant will investigate all damage reports submitted to the company or the 
company's representatives. See Remedial Action Plans section below (in October 15, 
2001 letter). 

b) Section I) of a. Refuge Requirements, the 5th bullet:: 

Insecticide treatments for control of lepidopteran target pests listed on the label, grower 
guides or other educational materials may be applied only if economic thresholds are 
reached for one or more of the target pests. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). Instructions to growers will specifY that microbial Bt 
insecticides must not be applied to non-Bt com refuges. 

c) Section 2) of a. Refuge Requirements, the 5th bullet: 

Insecticide treatments for control ofiepidopteran target pests listed on the label, grower 
guides or other educational materials may be applied only if economic thresholds are 
reached for one or more of the target pests. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). Instructions to growers will specifY that microbial Bt 
insecticides must not be applied to non-Bt com refuges. 

A stamped copy of the label is enclosed for your records. Submit a final copy of the label 
for the record. 

Enclosure 

Sincerely, 

/;v~, /'-,<-:; /1j ~c ~<j/ 
Dennis Szuhay, Chief ( 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 C) 
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Herculex' I 
Insect Protection 

Pur~ form of the plant.pesticlde. Bacillus rhuringiensis subsp. auaw"i delm endotoxIn prot_in as 
produced in com cells. For control of European com borer. Southwestern com borer. Black 
cutwonn, fall armyworm, Southwestern com borer. Com carworm and Western bean cutworm. 

Acti ve rngredi~"TIt: 

B""dl1L5 rhurillg'tnsis Ct')'IF protein and the gen_tic matenal nec_ss.ry for Its production 
(plasmId tnserc PHI8999) 10 com ............................ ,,' ,,<0.0010 - 0.235 % 

"% tOI.1 protein on. dry wt baSts" exprossed In com pbnt cells (wMle pl.nt) 

KEEP on OF REACH OF CHILDREN 
CAUTION 

I:PA Rl"G. NO,: 29964·3 

EPA ESTABLlSHMENT NUMBER: 029964-IA·OOI. 

Plon •• r Hi-Sr.d Im.nullonal. Inc. 
Regulatory SCIence .nd RegIstration 
7250 NW 62'" Avenue 
JolulSron.lA 50 131 

Hercule" (Im'eel Pr()lt(:1I0fl [echnoltlgy by Do\\, AgtoScu:n<.:l:s and Pioneer HI-Bred 
·H."ulex i< a tndcmark. of Dow AgroSclCll"'" LLC 
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DIRECTIONS FOR t..:SE 

It is Q vIolation of federal law to use thIs produ:t in a mnnner mcon.sistent with its labeling. 

The subject registratIon will automatIcally expIre on mldni~ht October 15, 2008. 

The plant-pestIcIde product should be used as specilled In the terms and conditiol's of the 
regiStratIOn. 

Corn ha. been transformed to ~:<.press a B,u:,uus Ihuringl~nsl3 subsp. ulzawai (B.I.a.) delta­
""dOlO:<'In protein for conlrol ofth. European com borer (Ostrinta nubilalis) and olh.r 
lepidopteran pests. 

Routme apphcatlons of insecltcld~s to control European com borer are unn.cessa!,)· when com 
containing the B.ta. delta-endotoxm pruteln is planted. 

Growers are Instructed to read informal1on '>0 Insect resistance management. The folrowmg 
infurmatlon regardIng commerCIal production must be mcluded In the grower gUlde for cotwn 
and non-cotton gro\\.1ng areas: 

Com-BcltINon-Cotton Growing Areas 

For Cryl F tield com !:Town out.,de cotton-growing area> (e.g., the Com Bdt), growers guides 
must speCIfy that growers must adhere to the follOWIng refuge requIrements. 

• Growors must plant a structured refuge of atles.>t 20% non-81 com which may be Ireated 
with insecticIdes as needed to controllepldoptcran stalk-boring and other pest~. 

• Refuge planting optlons indude: separate fields, blocks WIthin lielcis (e.g., along the edges or 
headlands) .• n.! stnps across the field. 

• Exttmlal retuges mu.t be planted w,thon Y, mile (114 mile or closer preferred). 
• When planting the refuge in ,lrlPS across the field., refuges must be at ka.t 4 rows wIde, 

preter~bly 6 rows Wide. 
• Insecticide treannents for control of fCB, CEW, Southwestern corn borer (SWCB), fali 

armyworm (l' AAW), and black cutworm (flCW) may be applied only If economic threshold~ 
are reoched for one or more 01 these ,,,rget pests. EconomIc thresholds will be determined 
using methods recommenced by local or '"1.-1onal profeSSIOnal, (e.g., Extenslon Servlce 
agents, crop consultanl,). ~!Jcroblal BI lnsectkides must not be applied to non-Bt corn 
refuges. 

Cotton-Growmg Area Refuge ReqUirement> for Bl Com 

Fur BI field com !:Town In cotton-growm~ .reas: 

• Grower, must plam a ,trucrurec refuge of 50% non-Bl com that may be treated with 
in.ecucldes as nceded to control lepidoptcr.n stalk-baTIng and other pe5ts. 

• Refuge plantmg optIons IOclud~: separate fields, blo,ks withm tields (e.g., along the edges or 
headlands), and .. trIpS acros~ the field 

• External rdug •• must be planted within 'i, mlle (114 mile or clos .. , preferred). 
• When planting the rduge III smp" aCroSS th. field, retuges must be at least 4 rows wiue, 

pref~-r:lbly 6 row; wide. 

Lf/S 



'- ...... 
Sent by: PIONEER REG AFFAIRS 5153344479; 08/08/03 3:35PM;Jetfax #297;Page 34/34 

• Insecticide treatm¢nts for control of ECB, CEW, Southwestern com borer (SWCB), fall 
iU'Illyworm (F IVI. W), and black cutwOrt:l (SCW) may be applIed only If econolTUC thr~sholds 
an: reach~d for one or more ofthes. target pests. Economic thresholds wtll be determined 
using methods recommended by local or regional professIonals (e.g .• Extonsion Service 
agents. ~70p consultants). MIcrobial Btlnsecticides must not be applied to non-Bt com 
refuges. 

• Conon-gro,,";ng areas include th¢ following stat.:s: Alabama. Arkansas, Georgia, Florida, 
louisiana, North Carolin .. , I\IhssissippI. South Carolina, Oklahoma (only the counties of 
Beckham. Caddo. Comanche, C~ster, Greer. Harmon, Jackson. Kay, Kiowa. Tillman, 
Washita), Tennessee (only the counti~s oCC.rroll, Chester, Crockett, Dyer, Fayette, FranJdin, 
Gib.on, Harc!=an, Hardin, Haywood. Lake. Lauderdale, lmcoln, Madison, Obion. 
Rutherford, Shelby, and Tipl0n). Texas (exc"!'t the counties of Carson, Dallarn, Hansford, 
Hartley, Hutchinson. Lipscomb, Moore. Ochlltree, Roben5, and Sherman), Virgmia (only the 
counties of DinwiddIe, Franklin City, Greensville, Isle ofWisht. Nonhampton. Southampton. 
Suffolk City, Surrey, Sussex) and Missoun (only the counties oi Dunkin, :-.lew Madnd, 
Pemiscol, Scon. Stoddard). 

CROP INSECTS CONTROLLED 
F,eld com B bc k cutworm 

Com~arworm 

European corn baret 
Fall annyworm 

Southwestern corn borer 
Western bean cutworm 

EPA Accepted: 
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