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January 2, 1997 . ] -
Bell Laboratories, Inc. : : =309 5',
3699 Kinsman Blwvd. . T ' S e - RS
Madison, WI 53704 - - LT {E;i R =
Attention: Mr. Steve Oaks
Subject: Contrac All-Weather Cake S ;:::“L-‘--' S e e
EPA Reg. No. 12455-34 ... LTIt I
Contrac All-Weather Blox L R T LT
{ EPA Reg. No. 12455-79. . . . ... e
Contrac Super-Size Blox o oI o S e
EPA Reg. No. 12455-82 S
vour letter of January 4, 18% ~~ ~° . T oo o0 7T

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 o B
labeling, CSF, and efficacy data for each product; B} CSF '

approval, with comments, and C) labeling approval, with comments.

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

' 12488-79 . L e e e e
L 1., The proposed revised confidential Statement of Formula

(CSF) of January 4, 1996, is conditionally acceptable
from the standpoint of efficacy. 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 C

' 0.0045%.« The conditions of this acceptance are.

" outlined below. o N _
\\\\\\ .. The red-dye formulation for ﬁhis_pfbduéf déscfibe&_by' ;fi:‘ o
, the Confidential Statement of Formula of April 1, &

/

1994, for 12455-79 no longer qualifies as a dye
.substitution for the basic formulation for this
product. Consegquently, neither 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. : o --




The rat efficacy study {(MRID# 438778-02) is acceptable
and supports retention of the modified single~feeding
claim for the new formulation with respect to the
control of Nbrway rats with unweathered bait.

The mouse efflcacy study (MRID# 438778 -01} also is
acceptable and supports retention of the 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 ingredients have been added, while.
others have been deleted. The active ingredient’s

- source product has been changed. Consegquently, we
. cannot be sure that weathering will not adversely

affect the new formulatlon.

As a condition of our. acceptlng your proposed amended

_CS8F, '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 and house mice being used as the test’ subjects.

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

As the new formulation condltionally accepted for this-

product "also is 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 1-0z 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 -

registration number 12455-34. If.such data were

"
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generated and found by us to he 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 wiil
be required to delete the words "ALL—WEATHER" from the
name of this product, and you will be prohibited fron
making any claims to the effect that this product is
weather-resistant or effective in wet or damp areas.

. 5. The use dlrections and the claims of effectiveness on
"~ the prdposed revised labels submitted 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-o0z, the
1.75-1b, and the 4-1b size containers present thisg
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
feel that such people would be more likely to use the
product inappropriately and.to increase hazards to
children and nontarget anlmals. : '

S ,5-" - . |

"1. The proposed revised ccnfidenﬁial-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’
=in_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 thlS acceptance are outlined belcw. -

2. We have concluded that rat efficacy study (HRID# :

'+ 438778-02) 1is 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. s
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The mouse efficacy study (MRID# 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 formulatlon would be 1ike1y 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, 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 oondltlon 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 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 condxtlonally 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

" efficient way to support the claim being accepted

. for these three products.

conditionally would be to run the rat studies with the

new formulation of the SUPER SIZE block (12455-82) and

‘to run the mouse trials either with the 1-o0z blocks .
“which are.to be the new 12455-7% or ‘with 1-oz pieces

broken from the new 1~1b blocks to be offered under_ the

* registration number 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 the CSFs of January 4, 1996,

~

1f acceptable efficacy data for weathered bait of this
product’s new formulation are not submitted, you will
be required to delete the words “ALL-WEATEER" from the
name of the 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 clainms of>effectiveness on

the proposed revised label submitted for this product
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it appear to-be a main heading rather than a.
'subheading. ]

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 lakel 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 YAPPLICATION 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

‘animals. We also feel that the likelihood -that people
- would begin reading at the wrong place is increased by

the centering of "APPLICATION. DIRECTIONS"Y, which makes

Ll
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_The proposed .revised Confidential Statement of Formula

(CSF) of January 4, 1996, is conditionally acceptable
from the standpoint of efflcacy, 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.

We have concluded that rat efficacy study (HRID#
438778-02) is acceptable and but somewhat gquestionably

‘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 helow, we will need .
- some additional efficacy data’on the new formulation of

this specific product.

Whether the new formulation would be likoly to be
eéffective 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 previocusly

‘accepted CSF. New ingredients have been added, and
‘other ingredients have been 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 aceepted 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 conditionally 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 CSFs 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

associated 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 claims of effectiveness on
the proposed revised label submitted for this product
are generally acceptable at this tlme. When you print
labels, add the heading R :

WDIRECTIONS FOR USE (Continued from rlght
- side panel)“ o ) ‘ .

“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 likely to use the product inappropriately
and to increase hazards to children and nontarget

.animals. We also feéel that the likelihood that people

would begin reading at the wrong place is increased by -
the centering of WAPPLICATION DIRECTIONS", which makes
it appear toc be a main heading rather than a
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B. Labeling Approval

The labeling referred to above, submitted in connection with

registration under the Federal Ingecticide, Fungigide and. .
Rodenticide Act (FIFRA), as amended, is acceptable provided.
that you make the following changes and submit one (1) copy
to us before you ship your product: . Cee

i. In caseS‘where you continue your use directions to a
second panel, add the following headlng 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 arxe 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 labeling constltutes acceptance of these

conditions. . R L ) L.

C. CSF¥ Approval N o N S
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 Ingecticide,
Fungicide, and Rodenticide Act (FIFRA), as amended, is )
acceptable, subject to the following conditfions:

1. You may have a Lower Certified Limit & 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 files._  _All.
previous versions are obsolete.

Sincerely yours,

080 L
-

Williaw W. Jagodobs, PhD

Product Manager (14)

Insecticide-Rodenticide Branch
Registration Diwvision (H7504C)

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

Peacock WP#10:A:\Maki\12455-34.JAN:305-5407,-6600:1/2/97 _
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DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a mannar
inconsistent with its labeling.

READ THIS LABEL: Read this entire Iabe] and foliow all use
directions and use precautions,

IMPORTANT: Do not expose chlldfen, pets, or other nontargel

anlmals lo rodenticides. To help to pravent accidents:

1. Store praduct notin use in a location out of reach of
‘children and pats, o

2. Apply balt in locations out ol reach of children, pets, '
domestic animals and nontarget wildlife, or in tamper-
, resistant bail stations. These stations must ba resistant o
~destruction by dogs and by children under six years of
. age, and must be used in a mannet that prevents such

1 children from reaching Into balt compartmentsand
obtalning'bait. If bait ean be shaken from stations when
they are lifted, units must be secured or otherwise
Imrmblhzed Even stronger bait stations are neededin *
areas open fo hoofed livestock, rascoons, bears, or.other
.potentfally destruciive anlmals, ot In areas ptons to |
- vardalism,

, 3., Dispose of product contalnor and unused, spoiled, and

j “unconsumed balt as specified on thls Jabel,

USE RESTRICTIONS:

Forcomml of Norway rais in sewers, AJso for control of Norway rats

and roof rats In the following areas,
URBAN AREAS:

i . Maybeusedin and around the penphery of homes industrial,
commercial, and publie buildings. CONTRAC SUPER-SIZE
BLOX may also be used in‘transport vehicles (ships, trains,

.. alreraft) and in and around related;port or terminal bmldmgs

| May also be:bsed in alleys and sewaers,

.| NON- UFIBAN AREAS: ?,

‘ | May be used inside of homesxand agncullural buddmgs

Do 'not place banﬁin argas wnere 1here Isa posmbillty of comaml~

naling food ofysipfaces. thet came jn direct contact with food,

-

IDo not broadcagtbait. = .7,

SlELECTION OF TREATMENT AFIEAS Determine areas where
rats will most likely find 3 constin® the bah. Generally, these
afead afialong wa'ls, by gnawed oenlifgsdin or beside burrows,
in dotnets dnd concealedmiaces Eptwesg Toors and walls, or in
lotations #here rodents o ther slgns hava been seen. Remove as
euch alternative food as possible,

Contrae

SUPEH-SIZE

KILLS NORWAY RATS AND ROOF RATS
Kills Warfarin Resistant Norway Rats

Norway rats may consume a lethal doss in one faeding with
first dead rodents appeating four to five days after trealment
begins.

ACTIVE INGREDIENTS: Bromadiotons;
3-(3-{4"-Brama{1, i “biphony])-4-yl}-0 hydmxy 1 phnnylpropyl]
4-hydroxy-2H-1-banzopyran-2-one... e 0.006%
INERT INGREDIENTS" " .. 98.995%
1 100.000%

L ) .. TOTAL
* Contains Denatanium Benzoate

|
KEEP OUT OF REACH OF CHILDREN

CAUTION

May be harmful or fatal if swallowed or absorbed Ihrough the skin.
Do not get in eyes, on skin, or on clothing. Wash hands after handling
bait. [f swallowed, call a physician al once,

{SEE RIGHT PANEL FO'R ADDITIONAL PHECAUTIONARY STATEMENTS )

" NET WEIGHT: 20 lbs. (9..1 kg)

Bell Laboraﬁtojrlie:s, Inc.
7 Madison,

ndffhblyes

EPA EST. NO. 12455-Wi

A AT T

EPA REG.NO., 1245582

APPLICATION DIRECTIONS
RATS: Use one bait block per placement. In sewer applications,
use wire to secure block above the high water mark, Space
placemenis at appropriate intervals--usually 15 to 30 feet apart.
Maintain an uninterrupted supply of {resh ball for atleast 10 days
ar until signs of rat activity cease.

Replace contaminated or spolted Bait nmmedlately Collect and
dispose of all dead animals and leltover balt property, To prevent
reinfestation, limit sources.of rodent food, water, andharborage as
much as possible, If reinfestation does occur, repeat treatment,
Whete a continuous source of infestation is present, astablish
permanent bait stations and teplenish as needed.

STORAGE AND DISPOSAL.
Do not contaminate water, food, or feed by slorage of dlsposal
STORAGE: Store only in original container, in a dry area inacces:
sible to children and pets.
PESTICIDE DISPOSAL: Wastes resulting from the use of this
product may be disposed of on sita ot at an appro\red wasle
disposal faciflty,
CONTAINER DISPOSAL: CQmplalely emply canon Then digs
pose of emptycarton in a sanitary landfill or by incineration or, i
allowed by State and local aulhonmas by burnmg ]Ibumed stay
out of smoke.

PRECAUTIONARY‘STATEMENT s .
HAZARDS. TO HUMANS AND DOMESTIC ANIMALS. |
CAUTION o l

Keep: away from humans, domestic animals and pats. swaln
lowed, this material may reduce the-clotting ability of the blood and
cause bleeding. Avold cdntact with eyes or cldthing. Wash
thoroughly with suapandwalerafterhandljng lf swallowad callg
physician a once, ; R v

NOTE TO PHYS!C‘IAN. If lngesled adminlster Vliamfn K lmra-
muscularly or orally as' indicated in blshydroxycoumann oven
doses. Repeatas neceasary based on menitering of prolhrumhm
times, .

ENVIRONMENTAL HAZARDS
This product is toxic to fish and wildiife, Keep out of Jakes,
streams of ponds, L l -

WAFlFiANT Y: Seller makes na warranly. expressed or lmplned
concerning the use.ofthis productother thanindicated on the Jabsl,
Buyer assumes alt risk of use and/or handling of this material when
such use and Jor handling is contrary to label instructions,

wher the Federst lthde.
‘h : E-Er!s‘“ and  Rodeaticlde Adk
rs swsrnded, for dae posticide
reglsle "(‘d wnder EPA Reg. fae
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