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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

APR I 3 2004 

Catherine B. Rice 
Regulatory Specialist, Becker Underwood, Inc. 
801 Dayton A venue 
P.O. Box 667 
Ames, IA 50010 

Dear Ms. Rice: 

Subject: Application dated September 26,2003 for product Subtilex HB Biological Fungicide 
EPA Reg. No. 71840-4 

Your application for amendment of the label amendment for the subject product is 
acceptable under the Federal Insecticide and Rodenticide Act, as amended ( FIFRA). The 
revisions to the label are as follows: 

• The FIRST AID section is revised as follows: 
I) The section "If in eyes" is deleted, as it is not required. 
2) The statement is added: "Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals." 

• In the PRECAUTIONARY STATEMENTS section, the first paragraph after the word 
CAUTION is deleted and the following statement is inserted: "Prolonged or frequently 
repeated skin contact may cause allergic reac.tions in some individuals." 

• In the DIRECTIONS FOR USE section under FOR USE AS A HOPPER BOX 
TREATMENT FOR COTTON SEED the reference to "inoculants" is made in the first 
and second sentences. 

Please send to the Agency three (3) final printed labels before shipment. 

A stamped accepted label is enclosed. 
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'~frely, ( ../ 

/:// ~ ~=---<r<.a~ 
Dennis Szuhay, Ch ef 
Microbial Products Branch 
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SUBTILEXTM HB 
Biological Fungicide 

HOPPER BOX SEED TREATMENT FOR 
COTTO:'. 

\( 'nVE INGREDIENT: 

/ioC///us Sll"lIli,l, ivlBl 6011 (not less than 3.12 
X I ()') \ iable spores per gram) ....... O.171J'O 
INERT INGREDIENTS: ... , ... ".99.83% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

See Additional Precautionary Statements on 
. ____ ..§de (Ba"kjPancl ____ .--J 

EPA Reg. NO.71840-4 
EPA Establishment No. ______ _ 

,~' -,- --~;IRSTAIi) -~----'-l] 

!If (~-~---~il---l::-ake off Zt;-,~a~~;:;ated clothing~- --" 

I
, skin: - Rinse skin imlllediatdy \vith plenty! 

1 

of water for 15 20 minutes. 'I 
I ~ Call a poison control center or doctor 

, for treatment advice 
-- - ----- -------------

ll~!\'_' the prodlld containcl' d! bhl:l \\'ith :,(lI! \\hell 

i calii!lg a pois\lll cOlllrul (<-'Ilkr UI dU([lJL or 

j;lf lredtlllcnL 
--~--

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

CAUTION: Prolonged or frequently repeated skin 
contact may cause allergic reactions in some 
individuals. 
Personal Protective Equipment (PPE): 
Applicators and other handlers must wear long
sleeved shirt and long pants, waterproof gloves and 
shoes plus socks. As a general precaution when 
exposed to concentrations of living microbial 
products such as this. all mixers / loaders and 
applicators mUSl \vea\ a dust I mist filtering 
respirator IlH:eting NIOSH standards of at least N-
95, R-91 or P-95. Follow manufacturer's 

~ _ ~ illstructions for cleaning , maintaining PPE. Keep 
U.S. Patent No, ).?61,49) I alld wash PPE separate I) from other laundry. 
U.S. Patent No. ),~44.647 d User Safety Requirements: 
Canada Patent No. 1.324.099

r 
_______ --::::--:::J--:::l Wash hands before eating, drinking, chewing 

I gum, using tobacco or using the toilet. 
Another quality biological nrlAck,,"" Remove PPE immediately after handling this 

product. If gloves are worn, \\I'ash the outside 
of gloves before removing. As soon as 

Becker Underwood. Inc. 
80 I Dayton Avenue 
PO Box 667 
Ames, IA 500 I () 
Tel. (SIS) 232 5-l'l I (~IIO) 2 
wW\\l.beckerund~-r',vc.}d .com 

Net Contents: 

= lPossible, wash thoroughly and change into 
....... ,......u I I h' ~ cmd.Rocbmldd. • c can c ot mg. 
• em adrll« tho .. En ironmental Hazards: 

discharge effluent containing this product 

Batch Code: 
~l iB I ILl .. \. 1"" ivg I r-.l \)1 I Ill: \j·..:ruBlll tlllnl!' LId 

lakes. streams, ponds, estuaries, oceans or 
public \\:ater unless this product is specifically 
identified and addressed in a NPDES permit. Do 
not dischargt: effluent containing this product to 
se\\'cr s)stcms without previously notifying the 11,1l:lIlu\ ,,\Iblilh \d~1 hi;" ,'"lIll .' a pl(ll.(I...:1 Ill" \.ll...:mBi(l Ltd. 

IlgLmd 

I'dt'l: I or~ ~1,lIllPL'd \1.1\:-' ',11'.' 

sc\vagc trCatllKlll dlltilnril). h)[' guidance. contact 
your ..,tall' \\ (lier Huard ,)r Regional Orfice of thl: 
1,1''\ 

I for Seed Treatment: Do not apply directly to 
,--.. -----~----- -----!l 
! wateL or to areas where surface water is present or . 
! to intertidal areas belm\' the mean hillhwater mark. 1 

I Do not contaminate water when '-"disposing of I 
\ equipment washwater. Do not apply thb product ! 
. while bee" arc actively visiting the area. I 

DIRECTIONS FOI{ l'SF 
It i~ a \'iolalinll or h:deral \,<1\\ III lbe Ihis prouIH.:t 
in a lll':UlIlcr inclHlsislcllt \\ ilh its labcling. Do not 
apply this product in a \\'a) that \\ ill ("on tact 
workers or other persons, either directly or through 
drift. Only protected handlers may be in the area 
during application. For any requirements specific 
to your State or Tribe, consult the agency 
responsible for pesticide regulation. 

AGRICULTURAL USE REQUIREMENTS 
Use this product in accordance with its labeling and 
with the Worker Protection Sl.:llldard, 40 CFR Part 
170. This Standard contains requirements for the 
protection of agricultural workers on farms. forests, 
nursenes, and greenhouses. and handlers of 
agricultural pesticides. It contains requirements for 
training, decontamination, notification, and 
emergency assistance, It also contains specific 
instructions for exceptions pertaining to the 
statements in this labeling about PPE, restricted
entry intervals. and notification to workers. The 
requirements in this box only apply to uses of this 
product that are covered by the Worker Protection 
Standard (WPS) 

Do not enter or allow worker entry into treated 
areas during the restricted entl); interval (REI) of.f 
hours. 

PPE required for earl:y entfY to treated areas that is 
permined under the Worker Protection Standard 
and that imolves contact with anything that has 
heen trcall'Li. :-.uch a:-, plants, soil or water. is: 
Cl)VlTall:-.. \\ilIL'lvrl}()I:_~~~~~~ ~~~~\1~~~£!~_ so~~ 

~ 



'-,l B rll.L:\·'.\ contains hJctl.,'ria. \\-hich colonize on 
Ilk· lk\\:lopillg fuot system, suppressing disease 
\)rganhllb such ns FuwrlwlI, RhizoclOnia 
."lllr.!rl1ariu and Aspergillus that attack root systems. 
\\'hcn u'\Ld \\'ith a chemical seed treatment, the 
'.' illli'il1<llhlll 01 o..:hcmicah al\d Sl,l1TILEX :,.\ 
,lli,,\i ... k:--, prutection h' the rool for a much longer 
illile lhdll \\ilh elh.'llli(al~ alone. r\,:> the roo 1 ':>)'Skill 

dc\ cl()p,>. Ihe bacteria g.row \\ illl the roots 
':"\kIlLling tilL' protLction throughout the growing 
seaSOll. As a result of Ihis biological protection, a 
yigorous root system is established by the plant, 
which often results in more uniform stands and 
greater yields. 

FOR USE AS A HOPPER BOX TREATMENT 
FOR COTTON SEED 

SlIflTILEX'" may be applied to dry seed or as a 
\\atl:r-basl:d slurl)' \',.'ith other inoculants and 
registered seed treatment insecticides and 
fungicides. To mix, first add the inoculant I 
chemical insecticides and / or fungicides to the 
slurry- mix \\lith approximately Y2 of the required 
water. Slowly add the SUBTILEX'" to the slurry 
until a uniform suspension is obtained. Add the 
remainder of the required water and maintain 
continuous agitation. Do not store mixed slurries 
for longer than 72 hOHr;". 

APPLICATION RATE: 
For suppression of Rhi=octonia and Fusarium 

seedling diseases, and Fusarium wilt, apply 4 
ounces per 50 Ibs. of seed. 

CI;EM;CATl3N 
Do !lot appl: this product through any type of 
irrigatiol' :,y~t'·lll. 

I';!!',' .' ,,j.' ,,1;llll\lc'd"\ 1.1' :-.. 'III' 

I 
.-.-------_._._-----. 

STORACE AND DISPOSAL I 
Do not cOlltaminate water. food or feed by storage 
or disposal. Do not contaminate water by cleaning 
of equipment or disposal wastes. 
STORACE: Sillr.: in '-I dr,\ p\'Ke. 
PIH)I)L;('T IH~POSAL: \\"I-';il"~ rt::-'ldlill.i:.~ f!"lllll 

Ill.: \J~C o\" thi:. product ma) be di::.po::.t:d Ull ::;ile. or 
at an approved wastl: disposal racility. 
CONTAINER ntSPOSAL: Completely emJlt) 
package by shaking and lapping sides and bottom 
to loosen clinging particles. Empty residue illto 
mixing equipment. Then dispose of package in a 
sanitary landfill or by incineration if allowed by 
State and local authorities. Dispose of box in the 
same manner. Do not reuse package or box. 

NOTICE - READ CAREFULLY CONDITIONS OF 
SALE ANn L1MITEn WARRANTY STATEMENT 

Bc\:ker-Undef\-vooG. Inc. v.,'arrants that this product 
conforms to ([Ie speCifications on the label and is 
r~{l~on<-:.hl) tit fur the purposes stated on the label when 
u;:".:d tn sti'i~! ciccordance with the directions, subject to 
th\: inl1en;n! risks set forth belo\\'. Becker-Underwood. 
Inc. MAKES NO OTHER EXPRESS OR IMPLiED 
WARRANTY OF MERCHANTABiLiTY OR FITNESS 
FOR A I'ARTICUI AR PIIRPOSE OR ANY OTIIER 
FXPRI:SS OR IMPLIED WARRANTY. 
InlhTL·nl Risks oj' Usc: II is itllpos:-ihlc to dimilli.lte <111 
risk::. associated with lise of this product Lad. of 
performance. injury. or other unintended consequences 
ma) result because of such factors as use of the product 
contrar) 10 strict label instructions and established safe 
practice. abnl)rmai conditions (such as excessive rainfall. 
drought. and A\:!s of God). presence of other materials, 
use in combination with other materials, the manner of 
applkalioll. or other fa\:tors, all or which are beyond the 
wntrul ur Be\:ker-lJndcrwood. Inc, or the seller. All SUdl 

risks shall he assumed b) the buyer. 
Limitalilltl of Remedies: The exclusive remedy for losses 
or damag.::-, r\:sulling from this product (including daims 
hased on c\\lllraL'l. lH.:gligellCe. strir.:! liahilit)-,'. or othel 

kgal 11ll'\HlC,\). ~hd!! he limited to, at Bc.::kcr
t 'ndcf\\\)!)d In(·" d.::dion. one or the following: (I) 
rl'plan.'llIL'lll ,ll tilL' dlll\HlIli or proJud used: or (2) rd"ulld 

,1\ IIIL' Illill'IJ:\\V pllLl' p;lid 1(lf 11K produd. Ikd.cl-

I 

I inderwonu. Inc ~hall not be Iiabk Illr lo-,.,s(;.:-. or 
damage....; resulting from handling. storage. ,)r u::.e of this 
produ\:t unkss B~cker-llndc[\\llod. Inc i::; prompt 1)
notified or snch loss or damage in writing, In no \:<::';C" 

::;hall 13cckcr-1 jndcrwood, In.::. b\: liable lix cons\:4uential 
or incidental damages or losses. Becker-Underwood. Inc 
I 1 ... ·i 11. ... ' I ,1' ,lllik',_ Hi'l" ,\lilh"I-!iC, :11,.' 1·',-1",,\(1 I,' ,L">Utlk' fDr 

ll. "il-, \dlll'l ii,li-,illi', lI: ,;d:llk, Iii';," ill; lil. ,I,,' ..,1.H-,iL:l' 

ll~':. \11" h;lthliill::' (,r this pH "IUd \,)i,>.:; [1;.lj, L ·"ptl'_~"I: "L'l 

!"\lrlh hereill 

~ 


