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January 2, 1997 

Bell Laboratories, Inc. 
3699 Kinsman Blvd. 
Madison, WI 53704 

~~ 
Attention: Mr. Steve Oaks 

Subject: Contrac All-weather Cake~ 
EPA Reg. No. 12455-34 V .. 
Contrac All-Weather Blox 
EPA Reg. No. 12455-79 
Contrac Super-Size Blox 
EPA Reg. No. 12455 - 82 
Your letter of January 4, 1996 

;8 

In the above letter, you have submitted revised labeling, 
revised Confidential Statementsof Formula (CSF) , and efficacy 
data (MRID No. 438778-01 and 438778-02). We have divided our 
letter into three (3) sections: A) our detailed comments on the 
labeling! CSF, and efficacy data for each P:t"9glJ.~t.; B)CSF 
approval, with comments, and C) labeling approval, with comments. 

A. Detailed Comments on Labeling, CSF,and Efficacy Data 

12455-79 

1. The proposed revised Confidential s~tell1ent of. FOrllluia 
(CSF) of January 4, 1996, ~s conditionally acceptable 
from the standpoint of efficacY. It'. 

. okay from the s.tandpoint.. of efficacy for the lower 
·certified limit to. match the nominal -- which once was 
, our general 'policy -- or'. for .it to be as' low as 
0.0045\.:, The conditions of this acceptance· are. 
outlined below. . . . . . . 

The red-dye formulation. for this product described'by 

the Confidential statement of FormulacofApril 19, 
19.94, for 1245~-79 no longer qualifies as a dye 

.substitution for·the basic formulation for this 
product. Consequently, neither the CSF of April 19, 
1994, nor the basic CSF of September 4, 1994, are 

. current for thi!;l produ9t.· 'These formu.lations may not 
be used 'in the future. . 
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The rat efficacy study (MRIDI 438778-02) is acceptable 
and supports retention of the modified single-feeding 
claim for the new formulation with respect to the 
control of Norway rats with unweathered bait. 

I .' . . 

The mouse efficacy study (MRIDI 438778-01) also is 
acceptable and'supports retention of the ~odified 
sing:).e-feeding claim for_!:_h~_n~::nLfq=ulation with 

, , respect E6 the control of house mice with unweathered 
bait • 

.whether thenew·formulation would be likely to'be 
effective in wet or damp areas has not been established 
by da~a submitted to us., While' certain ingredients 
common to the old and new formulations are present at 
similar (but not identical.) percentages, the new 

, formulation differs greatly from the previously 
accepted CSF. New ingredients have been added, while 
others have been deleted. The active ingredient's 
source product has been changed. Consequently, we 
cannot be'sure that weathering will not adversely 
affect. the new formula,tion. , 

As a condition of' our. accepting, your proposed amended, 
~. C5.F, 'you must supply, within 9 months, of the date of 
this ~etter results of acceptably run laboratory' 
efficacy, studies 'with weathered bait" of the new 
formulation being used asthe,test material' and Norway 
rats'~and hO\lse 'mice 'being, used as the test' subjects • 

. '!'he,laboratory ,stralns'"used in the studies, discussed 
above-would'be'acceptable for these tests. 

, AS: ~~' ri~w ,f~rmU~~tion conditio;allY acCepted .for 'this, 
product'alsoiflbeiM,conditionally accepted for two, 
other products .::.;. one of ,:which', is , a much larger block 
than is'124~-79 ~-we have concluded that the most: 
efficient way ~o support, the, claims, being'accepte~ , 
conditionally for all three products would be to run 

,the rat studies with the weathered examples of the new 
fo~ulationof,the SUPER SIZE block (12455-82)' and to 
run the mouse trials either with the 1-oz blocks which 
are to be the new 12455-79 or with l-oz pieces broken 
from the new 1-lb blocks to be offered under the, 
registration number, 12455-34. If such data were 
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generated and found'by us to be acceptable, no 
additional efficacy data would be requir.ed for the 
formulation described by the CSFs of January 4, 1996, 

"for these three products. 
. . 

If acceptable efficacy data for weathered bait of this 
product's new formulation are not submitted, you will 
be required to delete the wo:rds"ALL-WEATHER" from the, 
name of this product, and you will be prohibited from 
making any claims to the effect that this. product is 
weather-resistant or effective in wet or damp areas. . -,----

The use directions and the claims of effectiveness on 
the,proposed. revised labelssl,tbmitted for this product 
are generally acceptable at this time. When you print 

. labels, add the heading 

"DIRECTIONS FOR USE (Continued frolll right' 
side panel)" 

at the top of ~he left side panels on all labels on 
which the left s~de panels, as 'proposed, begin with the 
subheading "APPLICATION DIRECTIONS". Of the labels 
·that we' reviewed for 12455-79, those for the 8-oz, the 
1.75-lb, and the 4-lb size containers present ~is 
problem. We are concerned that some who might begin 
reading the label at the "APPLICATION DIRECTIONS" 
subsection would miss. the bait protection text, the 
"USE RESTRICTIONS",' and other important material. We 
fee,! that suchpeople.would be more likely' to use the 
product inappropriately and.to increase hazards to 
children and nontarget animals. 

.-- -----

12455-34 

'1. The proposed revised Confidential statement of Formula 
(CSF) Of .. January ., 1996, is ,condition;!llly acceptable . 
from the standpoint of efficacy. This CSF describes 
the only formulat-ion that may be used for tl),isproduct' 

---_-_~--'-'.wJ.in_the_.f.llture. " ,,'Cl:l~cJLpl;'Oposed ,lower " 
certified limit tOr Bromadiolone. It's okay' from the 
standpoint of efficacy for the lower certified limit to 
match the nominal -- which once was our qener.al policy' 
-- or for'itto be as low as 0.0045\.1' The conditions ... 
of this acceptance are ou~lined below. _ . " 

- . .-
2. We have concluded that rat efficacy study.(KRID# 

438778-02} is acceptable and sufficiently applicable to 
this product to support t:etention· ,of its modified 
single-feeding claim for the new formulation with . 
respect to the' control of Norway" rats witll unweathered 
bait. ------

~-
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The mouse efficacy study (MRIDI .438778-01) also is 
acceptable and sufficiently applicable to support a 
retention of the current modified single-feeding claim 
for the new formulation with respect to the control of 
house mice with unweathered bait. 

Whether the new formulation would be likely to be 
effective in wet or damp areas has not been established 
by data submitted to us. While certain ingredients 
common to the old and new formulations are present at 
similar (but not identical) percentages, the new 
formulation differs greatly from the previously 
accepted CSF. New ingredient·s have been added, while 
others have been deleted. ~he.active ingredient's 
source product has been changed. Consequently,. we 
cannot be sure that weathering. will not. adversely .. 
affect the new.formulation. . 

As a condition of: our accepting your proposed amended 
CSF, you must· supply within 9 months of the. date· of C'. 
this letter results of acceptably run laboratory 
efficacy studies. with weathered bait of.the new 
formulation being used as th~ tes~ material and Norway 

:. rats and house mice being used as the test subjects. 
The iaboratory strains used in the studies discussed 
above would be accept~~le for these tests. 

--- --- ----'- - --' --:--~--
As the new fo~~lation:conditionally_accepted for this 
·product also is ~eing conditionally-accepted for two 
other progucts' -- o'ne of : which is a. much taller block 
than 1s1245-34 .-- we have concluded that the most 
efficient way .to support the claim being accepted 
conditionally wOl1ld. be to runthe~A~!'it\tql~§yj.t:bthe 

- new formulation af the SUPERsIzE block (12455-82) and 
to run the mouse trials either with the 1-oz blocks 
which are·to be the new 12455-79 or-with 1-az pieces 
broken from the new 1-lb blocks to be offered under the 

. _registration nuinber 12455-34~ If such data were 
generated and found by us to be acceptable; no 
additional. efficacy. data would be required for the 
formulation described by tpe CSFs of JanuarY 4, .1996, 
for these three p~oducts. " 

. If acceptable efficacy data: for weatlleredbalt ot.this 
product's new formulation are no.t submitted, you will 
be required to delete the words "ALL-WEATHER" from the 
name of the product, 'and you will be prohibited from 
making any claims to the effect that this proguct ·is 
weather~resistant or effective in wet or damp areas. 

·5. The use directions and the claims of effectiveness on 
the proposed revised label submitted f~or this product 

- ~ 
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are generally acceptable at this time. When you print 
labels, add the heading 

"DIRECTIONS FOR USE (Continued from right 
side panel)" 

at the top of the left s~de panel of the label and 
left-just~fy the subheading "APPLICATION DIRECTIONS:", 
~nclud~ng the colon after it as just shown. We are 
concerned that some who might begin reading the label 
at the "APPLICATION DIRECTIONS" sUbsection would miss 
the bait protection text, the "USE RESTRICTIONS", and 
other important material. We feel that such people 
would be more likely to use the product inappropriately 
and to increase hazards to children and nontarget 
animals. We also feel that the likelihood that people 
would begin reading at the wro~ pl~ce~s increased by 
the centering of "APPLICATION DIRECTIONS", which makes 
it appear to be a main heading rather than a 
subhsading. 

12455-82 

1. The proposed revised Confidential statement of Formula 
(CSF) of January 4, 1996, is conditionally acceptable 
from the standpoint of efficacy, with the understanding 
that the only formulation which may be used in this 
product in the future is that which is described by the 
CSF of January 4, 1996, for 12455-79: The conditions 
of this acceptance are outlined belOW. 

2. We have concluded that rat efficacy study (MRIDI 
438778-02) is acceptable and but somewhat questionably 
appl~cable to this product due to its much larger size 
than the blocks that were tested. These data are 
accepted conditionally to support retention of its 
modified single-feeding claim for the new formulation 
with respect to the control of Norwar rats with 
unweathered bait. As indicated belOW, we will need 
some additional efficacy data on the new formulation of 
this specific product. 

3. Whether the new formulation would be likely to be 
effective in wet or damp areas has not been established 
by data submitted to us. While certain ingredients 
common to the old and new formulations are present at 
similar (but not identical) percentages, the new 
formulation differs greatly from the previously 
accepted CSF. New ingredients have been added, and 
other ingredients have been deleted. The active 
ingredient's source product has been changed. 
~onsequently, we cannot be sure that weathering will 
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not adversely affect the new formulation. 

'As a condition of our accepting your proposed amended 
CSF, you must supply within 9 mohths of the date of 
this letter'results of acceptably run laboratory 
efficacy studies with wea.ther:~d l:><iit:.of_t:l1~ Il,~W 
formulationoeing \i'sed as the test material and Norway 
rats being used as the test subjects. The laboratory 
strain used in the study discussed above would be 
acceptable for these tests • ~. . 

As the new formulation conditionally accepted for·this 
produc;t was tested only on a much smaller block (the 
new 12455-79) .which was ,not weathered, we have 
concluded that the most efficient way, to support the 
claim being accepted conditionally· would be to run the 
rat studies with weathered examples of the SUPER SIZE. 
block (1245,5-82).' If such data were generiited and 
found by.us to·be.acceptable, no additional efficacy 
data would be,required for the formulation described by 
the CSFs of January 4, 1996, for this product. I _ ~ _ __ 

If acceptable efficacy data for weathered examples of 
this product's new ·formulation are not submitted, you 
will be required to delete all claims and directions .. 
associated with use of .this prgdll<::t:itLse-.rerS, and you 
will be prohibited from making any claims to the ·effect 
that·this product is weather-resistant or effective in 
wet .or damp ar~as. . . " . 

4. ·The use directions and the claims of effectiveness on 
the proposed revised lal?el submitted for this product· 
are .generallyacceptable at this time. When you print 
labels, add the heading -. " . .,_ .... "" 

"DIRECTIONS FOR USB (Continued from·right 
side panel)" , 

at the top of the left side panel of th;ial?el·and" 
·left-justify the subheading "APPLICATION DIRECTIONS:", 
including the colon after.it as just shown. We are 
concerned that some who might begin 'reading the label 
at, the "APPLICATION DIRECTIONS" subsection would 'miss 
the bait protection text, the "USE RESTRICTIONS", and 
other important materi~l.~e feel that such people' 
would be more likely to use the product inappropriately 
and to increase.hazards to children and nontarget 

, animals., We also feel that the likelihood that people 
would begin reading at the Wrong place is increased by· 
the centering of ·"APPLICATION DIRECTIONS", which makes 
it appear to. be a main heading rather than a . 
sUbheading. 

c 
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B. Labeling-Approval 

The labeling referred to above, submitted in connection with 
registration under the Federal Irisecticide,. Fungicide and 
Rodenticide -Act (FIFRA), as amended,is acceptable: provided 
that you make the following changes and sUbmiLone (1) copy 
to us before you ship your product: 

1. In cases where you continue your use directions to a 
second panel, add the followinghea.ding at the top of 
the. left side panel of the. -label: 

DIRECTIONS FOR USE (Continued from right side panel) 

2. Left-justify the subheading "APPLICATION DIRECTIONS: " 

If these conditions are not complied with, the registration 
w.ill· be subject to cancellation in accordance with FIFRA 
section 6(e). Your release for shipment of the product 
bearing the amended labeling constitutes acceptance of these 
cond.i tions . 

C. CSF Approval 

The Agency has determined that, for each product, the 
Confidential Statement of Formula (CSF) , dated January 4, 
1996, which was submitted with the above amendment in 
connection with registration under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), as amended, is 
acceptable, subject to the following conditions: 

1. You may have a Lower Certified Limit a low as 0.0045%. 

2. Within nine (9) months of receipt of-thi"s letter, you 
need to submit the efficacy dati( detailecl <llOye. 

A copy of this CSF has been placed in our files. All 
previous versions are obsolete. 

Sincerely yours, 

William W. Jacobs, PhD 
Product Manager (14) 
Insecticide~Rodimticide Branch 
Registration Division (H7504C) 

Enclosures: 1. Sta~ped Label 
2. A-79 Enclosure 

Peacock WP#10:A:\Maki\12455-34.JAN:305-5407,-6600:1/2/97 
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DIRECnOHS FOR USE .I'e~:gtcfild und.or 
11 Is a vkllrukm 01 Federal Jaw 10 use this prodOCffn a m8lloor Ii-t'ae® Inconsis!ent with hs labelng, ' _L~--' 

READ nns LABEL: Read this enllre 1£tJ~ and fOllOw aM use 
Cl~aClrons and us.e precautlom. 

IMPORTANT;, Do 1101 oxpos& c~lk1ft1n, pots, or mhor nootargGt 
anImals ,10 rooonUckfes. To harp to prlWEtnt aeddents: 

1. Sl~(s pt'OCluct 00111'1 use In a11o-cal1oo oui 01 teach 01 chIldrsn 
8Ild pets. 

2. Appy bait In klealloos 001 61 (Bach of chldr~. palS, domestic 
animals ancl nGnlasgel wlldnle, or 10 tampGNtSislSllt ba.. sla· 
tlons. These statIons must bQ tesislant to destructIOn by dogs 
and by chlldlon undaf six years of age, and must be 1iS4Id 10 a 
manner that prevents suCh chlk1fen Irom' (sed'llng Imo ball 
compartmefl4s and obIalnlng ba~. 11 bah CBIl b9 sMkeo Irom 
stations when they atS Iliad, uolls musl be seCUfOO orolM/WISG 
Jmmobl\1zed. Eveo strong9J' ball slatlons arlil needad in 819as 
opon to flOoled livestock, raccoons, bOats, 01 O(her po~enllally 
dGS!ruC11vo 8J'Irnals. or In areas prOfla to vandalism. 

3. Dispose 01 prodUCI conlaI'oor, and unused, spoflEtd, Md uncon­
sumed 00' as spe<:lled 00 this label. 

USE RESTRICTIONS: i 

ALL·WEATHER 

eake® 
Kills Rats and Mice 

Kills Warfarin Reslstanl Norway Rats 
Norway rats andillOuse mice may consume a lethal dose in 
one feeding with 5Jst dead rodents appealing !aurO( five days 
'after treatment begins. 

ACTIVE INGREDIENT B,amadioloM; 
3·IJ·W ,1Ir0010·II,I"~~H'~1·3.hjlfoxy'I' 
pheo)1~op)1f4-hj1f0'Y,2H'1 ·boozopyra.2·ooo __ '..... 0.005% 

INERT INGREDIENTS' , ............ , ................ , ..... 99,995% 

• Contains DenaIMum &olGats 
TOTAL. 100,000% 

F<><,,,,,,,.,,,,orwa, '~"". ,ai, ,," flO,", moo. KEEP OUT OF REACH OF CHILDREN 
URBAN AREAS: 

APPUCATKlN OfRECTIOliS 
Each CONTRAC CAKE COnslSlsol aone-poorICI Si'ab$(X)(sdto be trdtsll 
Into kw 4·Ol, peCIIIS. 

RATS: Bttlilk tmd appy I 104 pieces of CONTAAC CAKE {usu~ly at 
In!erval1olI51o~leel)p<< !l'acemont Malotalnan un1mGftup[ed suppy 
01 JresliJ bt;il kif at !l9ast 10 days Of unN signs 01 tat activity ceate, 
MICE: Ctltin l'Ol, bait plliC(IS by blaMing "-oz. placos ct CONTnAC 
CAKE In hall and bnMlflg taeh hal In h~r, Usa 000 l-oz. rieco d 
CONTRAC CAKE pee balt,:iacen"en1. Space placements a\8. to 12· foc:t 
ihtGIVais. Two I-oz. p/!I(:8S may be Meedoad al pants 01 very Ngh rnwse 
acfYlty. MEi,ntcin lin lff1lmern..pted suW/y o1lresh bait lor 311'<1.1151 15 day& 
or umU s/gl'l$ 01 mxru actvl!y e&ase. 
RATS& MICE: Rep,aO!l cootaIriMI&dorspdledballlmrritdlatety. Collect 
and dspot. 01 all dead exp0$8d anlmals'aoo lenover bat ~opEIrly. To 
preventre!nlutai"Or'l, Urrit 5OI.fC6i of rodent food, water, and batbct age as 
I'R.£h as possible. II reinrtlSl&llon doos 0CCtJI', f(!lpsa! Ireatrmnt. Where a 
COI'lIlOOOU$ swce 01 In'lesta~OI1 1$ ptn91'1t, e:s!abllsh parfTUlnanl bat 
stations and re~erish as neer.lad. 

STORAGE AND DISPOSAL 
Do no4 contarriBate water, 1000 ct feed by slctage IX dspdsd. 
STORAGE: SlC(e only In ctll:;inal COntainer, In a dIy area Il'I<IccesslOle 10 
thilli'en and pels. 
PESTICIDE OiSPOSAL: Wasles reWfling from the uu tl Ihl' p-od\Jct 
may 00 disposed 01 on sil, ct al an apP-wfiod waste dlsposa tadlhy. 
CONT MNEA DISPOSAL: Dispo$.EI oIerrpryctll1ooln II sarita"'lafld~1I or 
by II'IdMralO1'l. II btrfllld. stay 0lA of smeM. 

ThIs product maybe usod [nand around the par~hoty 01 homes. CAUTIO N PRECAUTfONARY S1A TEMENTS 
Industrial, commercial atld public bu1!dlngs, ThIs ptoduct may ,'. HAZARDS TO IiUMANS AND DOMESTIC ANIMALS 
also'" ","In "_ voh;cros(shlp<;, "."", oI,aalQ and In (See left panel lor additional pre,cautlons.) . CAUTtON 
and around retatl.ld port or 19rntlilal buJldlngs. This P(oooct may *llIop'away trom I'iJmans, dOl'J'l$sSc animals and pels. II sw~low&d, l!'is 
also be used fo aJll.lys. 001"10\ use In sewets, :;. May: 00 harmful,or falallf swallowed or absorbed lhrough the (Ilaterii'i may reduce Ihe dOl~1'I9' atillty 01 the blood Uld cavse bI&adnq. 
NOt{.URBA,N AREAS: , l< , • , " , AvoId,cootactwllh6yesccdothlrq. WeSl'llhorOO'ghlywllhsoap3l1dwatet 
This prodUCI mey be used Inskle 01 homes and agrkullmat :; skin, Donotgetmoyes.onsktn, or on dothlr)g. Washh~s ..; allelPaodiing. Ifswattowed caUaJilyslclanatofICEI :: 
blJ!!d"ngs. . a!ler handling bail If swallowed, call a;physician al o,nce~ .,! i • . ~! 

' " NOtETO PHYSICIAN: IIIngesl9d. adrrfnlslor V1tamn!<I'rI1l8InJSOJhrly ~ 
I'~ . .' Do (Mllplace b8JIln areas where IIloa~e Is a posslblllty Ol[,:conlamlnal. N'et !Welght: 10 Ibs (4 5 kg) . . 01 criitr as 'Od~ed In bishydroxycoumarin' oyerdo$$$. Repeal as I 
' log rood Of sUffacss !hal come In dlfect rontaCi w\lh lpod. Do !loOt ' .'. . : necessary based on m:wi1ctil'l9' 01 ~(dvomtin! dmas. I 
1;;1 broadcast bait. " , : ~:.. Ji 

.
.. '. SE1E.'~nONOFTREATM~TAREAS: DElIIl(mfM:veaswMre ,t : ' " ; .! : ~ TI'iSPfoductlsI0x!CloftshartdwllrJiI8, l<eepOJIoIfaMs.$treamsand ", 

. ~ - .," Matil1frlctutedby ., "~~ ENVlRONMENTALHAZAROS ! 
I!" tatS,0!mlcewiflmo£tUkelyllnrJ8IldcoOSlJmethebaJl. GefletaJIy, K 8 B 11· L b t' I I ,\' pontfs. , 

: 1" IhaS&·areas are along wals., by gnawed openings, In or beside e a ora orles, nco ;, t 
.,; b"t'C)\';'s,lncornsls ancIconcaa6edplaces, batWEl6J1 noors and wallsi ~ Madison, WI 53704 .,! :l WARRANTY: s.l18fmakes nowartatlly,eXD'"essedctllTplied,COIlCBfn-- J 

l: orin 1ocalbnswhoIra roOOMS Otthelrsignshavabeonseen. ProleCl ' 1\ r~th9usl!loltliSp'od~tolhoe'thanll'ld!caI9donl/'lo!llaool. Bvt&rassumes ..,. 
.. ! Irom rfin or snow. Remove as ml,lCh allemallve lood as poSSible. .; EPA EST 00 12455.WI.l EPA nEG NO 12455.")A +. en risk 0/ USB andlor h<mdilng 01 Ill!s malooal wh<ln such uso anlila ~ 

.". " ~. ... ~. " • • ' .J"'t hamllln9rSOOfltrll"yto1nbel1n~trtlClloo$. ' • 
... '---. :: ·f 
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