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Bell Laboratories, Inc. - _Eﬂjgr, ’ji’éig’,,,f—w* -
3699 Kinsman Blvd. - T - T
Madison, WI 53704 o ;)g" o

Attention: Mr. Steve Qaks

Subject: Contrac All-Weather C%&;//r
EPA Reg. No. 12455-34 _ - . . . .
Contrac All-Weather Blox S S
EPA Reg. No. 12455-79 _ ) ' ' , o L
Contrac Super-Size Blox T : e
EPA Reg. No. 12455-82 : L - o
Your letter of January 4, 18%¢ : B ' ”

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 product; B) CSF L
approval, with comments, and C} labeling approval, with comments.

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

1. The proposed revised Confidential Statement of Pormula
- {CSF) of January 4, 1996, is conditionally acceptable
from the standpoint of efficacvy. It’s

- okay from the standpoint 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. - L S

-. The red-dye formulation for this product described by
the Confidential Statement of Formula of April 19,
1934, for 12455-79 no longer qualifies as a dye
-substitution for the basic formulation for this .
product. Consequently, neithér the CSF of April 19,

+ 1994, nor the basic CSF of Septémber 4, 1994, are

. current for this product. "These formulations may not
be used ‘in the future. ' :
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The rat efficacy study (MRIDf 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.

The mouse efficacy study (MRID# 438778-01) also is
acceptable and supports retention of the modified
single-feeding claim for the new fgrmulation with

. respect to the control of house mlce with unweathered

bait. . L ' _
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 bhave been added, while.
others have been deleted. The active ingredient’s

~ source product has been changed. Conseguently, we

kY

. cannot be sure that weathering will not adversely

affect the new formulatlon.

As a condition of -our. accepting your proposed amended

,CSF, you must supply within $ months of the date of

this letter results of acceptably run laboratory -

. efficacy.studies with weathered bait of the new

formulation being used as. the test material and Norway

. rats’and house mice ‘being used as the test subjects,
. The. laboratory strains used in the studies discussed
- ;above-would" be acceptable for these tests.”

As the new - formulation oonditionally accepted for this .
product “also ig being conditionally accepted for two
other products -- one of :which.is a much larger block

. than is 1245-79 -~ we have concluded that the most -

efficient way to support the claims being accepted
conditionally for all three products would be to run

"-- the rat . studies with the weathered examples of the neW"

- formulation of .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 1-oz pleces broken
from the new 1-1b blocks to be offered under the
registration number 12455-34. If such data were
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children and nontarget animals.
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generated 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 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 words. "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 labels suybmitted for this product
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 side panels on all labels on
which the left side panels, as proposed, begin with the
‘subheading "APPLICATION DIRECTIONS", Of the labels
that we reviewed for 12455-79, those for the 8-oz, the
1.75-1b, and the 4-1b size containers present this
problem. We are concerned that some who might begin
reading the label at the "APPLICATION DYRECTIONS"
subsection would miss the bait protection text, the
YUSE RESTRICTIONS", and other important material. We
feel that such people would be more likely to use the .
product inappropriately and.to increase hazards to ‘

The proposed revised Confidential Statement of Formula’
(CSF) of January 4, 1996, is conditionally acceptable
from the standpoint of efficacy. This CSF describes
the only formulation that may be used for this product’
._.dn the future.- Check proposed lower '

certified limit for Bromadiolone. It’s okay from the . ..

standpoint 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.__‘ e

We have concluded that rat efficacy stud (MRID#

238778-02) is acceptable and sufficiently applicable to

this product to support retention of its modified
‘single-feeding claim for the new formulation with .
respect to the ‘control of Norway rats with unweathered
-bait ' , SR




- As the new formulation .conditionally. accepted for this
product also is| being conditionally—accepted for two
_other products -- one of ‘which is a much taller block
. than is 1245-34 —- we have concluded that the most '
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The mouse efficacy study (MRIDF 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 N
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, 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 formulation.

As a condltlon of our accepting your proposed amended
CSF, you must’ supply within 9 months of the date.of s

this' letter results of acceptably run laboratory

efficacy studies with weathered bait of .the new
formulation being used as the test material and Norway

. rats and house mice being used as the test subjects.

The laboratory strains used in the studies discussed
above would be acceptable for these tests.

" efficient way to support the claim being accepted

" .registration number 12455-34. If such data were

- Weather-resistant or effective in wet .or damp areas.

The use directions and the claims of effectiveness on

conditionally would be to run the rat studies with the_Jln“ -

new formulation of 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 1-oz pieces
broken from the new 1-1b blocks to be offered under the

AT

generated 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 these three products. - SN

' -If acceptable efficacy data’ for weathered bait of this

product’s new formulation are not 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 product is

¥ (B

the proposed revised label submitted for this proeduct
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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 side panel of the label 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 material. We feel that such people
would be more 1likely 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.

12455-82

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 Januvary 4, 1996, for 12455-79, The conditions
of this acceptance are outlined below.

We have concluded that rat efficacy study (MRID#
438778-02) is acceptable and but somewhat questionably
applicable 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 Norway rats with
unweathered bait. As indicated below, we will need
some additional efficacy data on the new formulation of
this specific product.

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 heen deleted. The active
ingredient’s source product has been changed.
Consequently, 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 months of the date of
this letter results of acceptably run laboratory

- efficacy studies with weathered bait of the new

formulation being used 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

. product 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 conditicnally would be to run the
rat studies with weathered examples of the SUPER SIZE
block (12455-82). If such data were generated and
found by us to be acceptable, no additional efficacy
data would be required for the formulation described by
the CS5Fs of January 4, 1996, for this product.

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 |

dssociated with use of this product in sewers, and you

- will be prohibited from making any claims to the effect

that 'this product is weather-re51stant or effective in
wet or damp areas. :

"The use directions ‘and the clainms of effectiveness on

the proposed revised label submitted for this product '
are generally acceptable at this time. ‘When you print
labels, add the heading S ' g '

"DIRECTIONS FOR USE (Continued from right
- side panel)" . g N

at the top of the left side panel of the label 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 "APPLICATICN DIRECTIONS®* subsection would miss
the bait protection text, the "USE RESTRICTIONSY, 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

"_ahimals;, We also féel that the likelihood that people
~ would begin reading at the wrong place is increased by -

the centering of “APPLICATION DIRECTIONSY, which makes
it appear to be a main heading rather than a
subheadlng.
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B. Labeling Approval

_ The labeling referred to above, submitted in connection with
registration under the Federal Insecticide,. Fungicide and
Rodenticide ‘Act (FIFRA}, as amended, is acceptable provided . R
that you make the follow1ng changes and submlt one (1) copy
to us before you ship your product. ' : :

,1. In cases where you continue your use directions to a
 second panel, add the following heading at the top of
the left side panel of the label: -
DIRECTIONS FOR USE (Contlnued from rlght side panel)
2. Left—justlfy the subheading "APPLICATION DIRECTIONS:"

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 of the product
bearing the amended labellng constitutes acceptance of these
conditions. '

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 Reodenticide 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 this letter, you
need to submit the efficacy data detailed above. .

! A copy of this CSF has been placed in our flles All

previous versions are cobsclete.

Sincerely yours,rl

O pore

William W. Jacobs, PhD

Product Manager ({(14)
Insecticide-Rodenticide Branch
Reglstratlon DlVlSlon (H7504C)

Enclosures: 1. Stamped,Label
' 2. A-79 Enclosure

Peacock WP#lO:A:\Maki\l2455—34.JAN:BOS—S&G?,—6600:1/2/97



ACCERPTRD
wili CORMMENTS
ia EPA Letter Datod
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DIRECTICNS FORUSE - .o ox®

Inconslistent with fis labeling, —tr
READ THIS LABEL: Read this entke label and follow el use
dlractians and use pracautions.

MPORTANT: Do nol oxpase chitdron, pols, or othor nontarge!
animals to roderiickdas. To halp lo pravem accidents:

1. 8i0re product not In vse In & lecailon out of teach of children
and pets.

2. Apply baX InJacallons out of reach of chiicven, pets, domaslic
anlmals and nontarget wikdiita, or Intamper-rosistant bak sia-
tlons, Thesa statlons must be fesktant to destivetion by dags
and by childeon undar six yaars of aga, and must be tsad Ina
manner that prevems such chikiren from' raaching Imo balt
compartmenis and obtalnkig bail. I bail canbe shaken from
stallonswhen they ara¥led, unlis musibe securedorolharwise
Immobifized. Evan strongor balt statlons are neadad In aaas
opan fo hoofod fvestock, raccoans, baars, of other patentlally
dastrucilve animals, or n areas prone 1o vandallsm.

3. Dispose of producs contalner, and unused, $pofied, and uncon-

- sumad bak as speciled on this label,

USE RESTRICTIONS: ;

For control of Noeway rals, roof rats and howse mice.
URBAKN AREAS:
This product mayba used nand around the pariphory of homes,
Wdustrial, commarcial and public bulldings. This product may
akso b wsed In trarspon vahicles (ships, lralns, altcralt) and i
and around ralated part or terming! bulldings. This product may
a'so ba usad i alleys, Do nol use In sewars,
HON-URBAN AREAS: :

. This product may be wsed Inskle of homes and agricufiural

! bulidings. . ! -

Do motplacs bak in aress whore thato Is & possibility Oiib(m!ﬂl‘l'llnal-
lag lood or surfaces thal come In divect contact wiih f8ed. Do net
breadeast bai, ' '

L1 SELECTION OF TREATMENT AREAS: Detarmine areas whate

fats oy mics will most Ukely lind and consuma the ball, Genarally,
thasa-araas ara atong walls, by gnawad openings, in ot beskde
bitraws, kcomers and conca alod places, batwaan Mooss and walls,
of In focatkins whara rodams o thalr signs have baen sean. Prolect
fiom tain o snow. Remove as much altemalve food as poasitie,

[ "
»

Tnder the Federol Sascotbelie,
F,::;geidc. aad Rodentislde Act

-

sistered under
It ks & violatkon of Fedaral faw to use this product-in & manaa;_
252

-
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«: EPA EST, NO. 12455-Wi-1

frae°

ALL-WEATHER

Cake’

Kllls Rats and Mice

Kills Wartarin Resistant Norway Rats
Norway rats andihousa mice may consume 4 lethal dose In

| one feeding with fist dead rodenls appearing four or five days |.

after realment begins.

ACTIVE INGREDIENT Bromadislone;
(344" Bromo {1, 1biphent}- 43 hydeoxy- 1- :
0.005%

phenylpropyil-déroxy-2H-1-benzopyran-2-one ...
| INERT INGREDIENTS" .....oovoemreeeereeess i 99.985%
* Containg Denatonkum Banzoate TOTAL 100.000%
KEEP OUT OF REACH OF CHILDREN
CAUTION ¢

{Sea left panel for addltional precautions.)

. il . . i
May be harmful o fatal f swallowed or absorbed through the |
. skin, Donotgetin eyes, on skin, o7 on clothing. Wash hands [3
g a_lier handling bail. f swallowed, call & physician at ence, .

 NetWeight 10 Ibs. {4.5 kg) :

Mﬁriuficlured by

Bell Laboratories, Inc.:
Madison, WI 53704 .

af

4

u
M

iy

i

EPA REG. NO, 12455-34 -

APPLICATION DIRECTIONS
Each CONTRAC CAKE conslsts of aona-pound slab scotad Lo be brokan
Into bour 4-02, gaces.

RATS: Broak and apply 1 104 gieces of CONTRAC CAKE {usualy ai
Intacvals of 15 4o 30300!) per pracemant. Maimalnan ualnterrpted supply
of frash bail for atbeast 10 days o untl signs of rat activity coass,
HICE: Cutain 1-02, bait plecos by bnaking 4-0z. plocos of CONTAAC
CAKE I hall and braaktegy sach hall dn hal, Usa ana 1-02, place of
CONTRAC CAKE par bait facemen, Spaca placemenis a1 8 to 12- foct
Tntecvals. Twa 1-02. places may be nesded at points of very Hgh incuse
activity, Mantan an unlrterupted supply of rash ball fo¢ atfaast 15 days
or umil sy ns of mous e acivity cease,

RATS & MICE: Replace contaminated or sprilad baltlmmediately, Collect
and dispose of all dead exposed arlmals and loftover batt poperly. To
preventielntastaiion, limitsouross afiodent food, water, and barborage as
fhch as passible. Hrelnfestziion does otcwy, fapast reatmant, Wheve a
continuous soures of Infastation IS prosent, establish permanank bat
stadans and replenish as needad, '

STORAGE AND DISPOSAL
Do nol contarminate waer, food of leed by storags or disposal,
STORAGE: Stwra only Inorlginal comalner, In a dry area Imaccossltle o
childran and pats.
PESTICIDE DISPOSAL: Wastes rasulling from the usa of Ihis product
may be disposed o on site or atan approved wasts disposd tacllity.
CONTAINER DISPOSAL: Disposae of ampty caston Ina sanilary landfl] or
by Incineradon. I burad, stay oot of smokas,

PRECAUTIONARY STATEMENTS
HAZARDS TO KUMANS AND DOMESTIC ANIMALS
‘1 CAUTION
Keep away lrom humans, domastic animals and pets. |l swdllowed, this
malarid may reduce the dtéing abilfiy of the blood and causa bodding.
Avold contact wilh eyas or clothlng. Wash thoroughty with soap and water
aftat handing. If swalowad, call a physkian at anca,

HOTE TO PHYSICIAN; Wlngssted, sdministor Vitamin K, Imra muscularty
or ordfty as Indicated In bishydroxycoumara' overdases, Repeal as
necassary based an monitering of peotheomin Bmas,

ENVIRONMENTAL HAZAROS ‘
This product [s toxlc (o fish and wildife, Xeep oul of fakes, sbeams and
ponos.

WARRANTY: Seller makes no warranly, expressed or Imglied, concern-
ingthause ol this preduetathar thanindicaled on the fabal, Buyar assurnes
& risk of use andior handling of thiz maledal whan such use andrr
handling Is contrary to labal [astructions,
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