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Dear Ms. Dunnum: 17
Subject: Contrac Rodenticide Ready To Use Place Pac L/ 2 Sfé 3(/
EPA Registration No. 12455-76 5423 __..-‘-c-
Your Letters Dated April 29, May 22, and é;é?/
August 10 and 12, 1992
) The Agency has reviewed the submission referred to above and

has the following comments:

-

- .

With your letter of April 29, 1992, you provided proposed
labels for 0.88-0z placepacks, outer packages that would
contain 200 0.88-g placepacks, an outer packages that
would contain six 1-1/2-o0z placepacks. We have concluded
that these various labels and packaging arrangements are
not acceptable as proposed under this registration.

The labels which pertain to 0.88-0z placepacks differ
significantly from your current label in the application
directions for controlling commensal rats. Although we
feel that the 0.88-0z size is somewhat small for
controlling rats, this size of placepack would be
acceptable if it were to be the only placepack size sold
under registration number 12455-76. In the same
amendment application, however, you also propose to
continue to sell the product in 1-1/2-o0z placepacks.
Depending upon whether the larger or smaller placepacks
were used, applying the same numbers of packs would lead
to vastly different amounts of bait being placed. Your
proposed solution to this problem is to adjust the
application directions for rats to the size of the pack
being used. We could permit this if you had separate
registrations for the two distinct package sizes, but do
not allow major substantive changes in application

directions under one registration number for rodenticide
baits.
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For the mouse claims, the application directions proposed
for the 0.88-0z placepack are identical to those already
being used for the 1-1/2-o0z pack. Therefore, the 0.88-0z
size of pack could be used for this product if it were
sold with a label from which all claims for controlling
rats had been deleted. Some of the changes which would
be needed for a "mouse-only" label are listed below.

a. On the front panel,

(1) "KILLS RATS AND MICE' would have to be changed to
"KILLS MICE";

(2) "KILLS WARFARIN RESISTANT NORWAY RATS" would have
to be deleted; and

(3) "Norway rats and"™ would have to be deleted fron,
the "h" in "house" would have to be capitalized,
and "rodents" would have to be changed to "mice"
in the "“one-feeding" claim.

b. In the "DIRECTIONS FOR USE,"

(1) "Norway rats, roof rats, and" would have to be
deleted from the phrase which immediately follows
WUSE RESTRICTIONS:";

(2) "rats or" would have to be deleted from the first
sentence of "SELECTION OF TREATMENT AREAS:";

(3) "APPLICATION DIRECTIONS" for "“RATS"™ would have
to be deleted; and

(4) The subheading "RATS/MICE:," but not the text
which follows it, would have to be deleted from
the "APPLICATION DIRECTIONS."

The label for the "SIX-PACK" of 1-1/2-o0z placepacks is
unacceptable. As you are aware, we do not knowingly
accept packaging for rat and mouse baits when the amount
of b single placement for controlling rats at the highest
rate prescribed on the label unless an appropriate
statement is added to the label to qualify the "KILLS
RATS" claim. The label which you have proposed for the
"SIX-PACK" bears the qualifying statement

"The place pacs in this bag contain enough bait (9
oz.) to kill three to nine rats."

We suspect that this statement was derived by
extrapolation from a comment in our letter of September
24, 1991, to the effect that the smallest quantity in
which 1-1/2-0z placepacks bearing rat claims could be
sold would be two and that a two-pack would have to have
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an outer package which bore a statement such as

"The placepacks in this package contain enough bait
to control one to three rats."

We are not sure that such extrapolation is warranted or
accurate. The basis for the statement for the 3-oz
amount was that if there were more than three rats
present, 3 oz of bait probably would not be enough to
kill them, figuring how much the rats would be likely to
eat in one day's feeding and the extremes of how bait
might be divided among rats.

We have no reason to believe that rodents that are not
individually caged are likely to share limited amounts of
bait evenly. How many rats a given amount of bait can
kill depends not only upon the toxicity of the bait but
also on where baits are placed, how much bait each rat
that feeds leaves for the next rat, etc., and the extent
to which the rats permit the bait to be shared.
Placepacks often are removed from their placement
locations and cached in burrows. Bait in caches may be
less generally available to all rats infesting an area
than baits placed in bait stations or other man-chosen
locations.

If the 43-g placepacks in your "SIX-PACK" were removed
and cached by rats, it would be hard to predict how many
animals they would kill. One rat might cache all six
packs and feed from none of them. One rat might cache
all six and feed from scme or all of them before dying.
Other rats might or might not find and feed on the
remaining bait, which could lose palatability over time.
Six rats might cache one pack each. Maybe each rat would
be killed. Maybe some would not eat the bait at all.
Perhaps the bait in some caches would be fed upon by more
than one rat. How many rats exposed to the baits cached
in these ways actually would die could vary greatly from
one control effort to another.

We feel is that qualifying statements on labels for
packages which offer limited amounts of bait should be
conservative in reflecting what one could reasonably
expect to kill with 9 oz of 0.005% Bromadiolone bait. If
you decide to market a "SIX-PACK" of 1-1/2-o0z.
placepacks, the qualifying statement should read

"The place pace in this bag contain enough bait (9
oz.) to kill two to five rats."

If you decide to produce a 0.88-0z mouse-only pack o1
sell 1-1/2-oz packs in a s ' x pack, submit amended
proposed labels for our review. If you propose a new
label for the "SIX-PACK," we suggest that you reduce the
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amount of space on the front panel that is devoted to the
product name, the claim "KILLS RATS AND MICE," and the
statement of contents, especially "SI PACK." Such
reductions would provide ample space on the front panel
for the precautionary statements which appear on the
center panels of your other labels for this product.
Moving the precautionary statements to the front panel
also would permit a larger type size to be us2d for the
"DIRECTIONS FOR USE"™ and other text on the back panel.
This change also would provide space for properly
centering the hzading "DIRECTIONS FOR USE" so that it is
apparent to readers that everytl'ing from the "It is a
violation . . . ." statement through the end of the
"RATS/MICE" paragraph is part of the "DIRECTIONS FOR USE"
section.

The rat and mouse efficacy studies submitted on May 22,
1992, are acceptable and, under our current criteria,
would support the "single-feeding® claim that you have
retained on the label submitted on May 22, 1992. The rat
study was assigned the MRID# 423269-02. The mouse study
was assigned the MRID# 423269-01. These efficacy data
are not applicable to the formulation that was proposed
for this product on August 10, 1992.

The rat and mouse efficacy studies submitted on Augqust
10, 1992, are applicable to the formulation described in
the Confidential Statement of Formula (CSF) for your
product 12455-69, dated August 6, 199.. These data also
appear, by reference, to be relevant toc the CSF for
12455-76 dated August 7, 1992. These efficacy studies
are acceptable and would support a true "single-day‘'s-
feeding™ claim. The rat study was assigned the MRID#
424360-02. The mouse study was assigned the MRID#
424360-01. These efficacy data are applicable to the
formulation that was proposed for this product on August
10, 1992. We assume that the formulation described by
the CSF for 1245.-69 dated 8/6/92 describes the only
formulation that you intend to use for this product in
the future. Except for certain types of dye
substitutions, we do not permit "alternate formulations"
for rodenticide baits.

As long as the material used in the placepacks for this
product does not differ from that of the packs used in
the placepack-penetration study for the current
formulation (lacking Bitrex) for this product, new
placepack penetration studies are not required.

We believe that data from laboratory efficacy studies
involving only one day of exposure to toxic bait, which
occurs in a standard choice situation, provide better
support for a "single-feeding” claim than do the data
that we have been accepting from 3-day tests. Even on
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the one-day test, however, rodents have opportunities to
feed many times. Therefore, a claim which stated that
the product kills in one feeding would is not be
absolutely correct. What the product has been shown to
do is to kill after one day's feeding.

Because rodents do not die soon after eating lethal doses
of anticoagulant baits, it is misleading to permit
single~feeding or one-day's-feeding claims without adding
a qualifying statement which informs potential users when
the first rodent deaths are likely to occur. We do not
believe that any claims which imply quick results are
justified for anticoagulants.

Despite these considerations, we feel that this bait's
having exceeded the 90% mortality criterion in rat and
mouse tests waich involved only one day of bait exposure
is a very significant event. Therefore, we have
attempted to develop language which could be added to the
label for your product to allow it's single-feeding claim
to be somewhat different from those made for other
products for which the claims are based upon the results
of tests which included three days of exposure to toxic
bait. Below, we provide examples of statements that
would be acceptable to us.

"This product has been shown to kill Norway rats
and house mice after one day of feeding. As
Bromadiolone is a slow-acting poison, rodent deaths
should not be expected to occur until 3-5 days
after treatment begins."

"This product can kill Norway rats and house mice
as a result of one day of feeding on it. Rodent

deaths should not be expected to occur until 3-5

days after treatment begins."

"Norway rats and house mice may consume a lethal
dose in only one day of feeding on this bait. As
Bromadiolone is a slow-acting poison, rodent deaths
are not expected to occur until 3-5 days after
treatment begins.™

If you decide to use one of these statements, or if you
elect to propose a statement of your own, you must submit
preposed revised labeling which bears the statement which
you would prefer to use. If we were to find the revised
label to be acceptable, you would be able to use it from
then on.

The text of the proposed revised labels submitted on May
22, 1992, is acceptable. The relatively small starburst
in which "WITH BITREX" appears on these labels does not
detract significantly from the precautionary statements
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and the "DIRECTIONS FOR USE."

We concur with your assessment that the actual protective
value of Bitrex in rodenticide baits is gquestionable.

Our policy has been to permit this ingredient to be added
to baits -- as long as the baits can be shown to remain
sufficiently palatable to target species -- on the theory
that the bittering agent might "help" and apparently is
not "hurting" product performance 51gnificant1y. The
second part of our policy has been to require that label
and advertising statements regarding the presence of
Bitrex in the product be limited to relatively
inconspicuous factual declarations that the ingredient is
in the bait (i.e., no safety claims).

What we prefer to see on labels is an asterisk following
"INERT INGREDIENTS" in the ingredients statement which
refers the reader to a sentence, in relatively fine
print, such as

"This product contains Bitrex."

We are aware of at least one instance in which our Bitrex
policy and good faith have been abused in the advertising
for a rodenticide bait. We intend to rectify this
situation. In the meantime, we hope that such
problematical advertlslng does not lead to an

"everybody' s-d01ng it" situation in which other companles
abuse the policy in their promotional campaigns in order
to keep pace.

A copy of the stamped labeling is enclosed for your records.

Submit one copy of the final printed labeling before releasing
the product for shipment bearing the amended labeling.

Sincerely yours,

Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Enclosure: Stamped label

10/14/92:ERICKSON:DISK4:12455-76.LBL
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ACCEPTED

with COMMENTS
in F{*A Letter Datede

0CT 14 1992

Under o Fderd {r=ectindia,
Fungrise. st Rodenticide Ast
ns amented, tor the peaticide
registered under EPA Reg. Ne.

/,2‘/55"’74:

DIRECTIONS FOR USE
I1is a viclation of Federal taw 1o use this product in a manner
inconsistent with its labeling.

READTHIS LABEL: Read this snire labol and follow all use
diractions and e precations.

IMPORTANT: Donot chidren, pets, of 0*her nontar-
gl animals 1 rodenticides. To heip W pravert accidants:
1. Store product not in use in a locaton out of reach of

Aoy bt n peasions
2 Apply bait in locations out of reach ol children, pets,
domesic animals and wikdile, of in amper-
resistant beit staions. These staions must be resis-
tant 10 desyuckion by dogs and by children under six
yoars ol age, and must be used in & manner thal
provents such children from reaching inko bkt com-
wwmm i bart can be shaken
stations when Wy are Wied, units must be
securad or otharwise immobiized. Even sronger bait
staions are nesded in areas open %o hoofac Tvestock,
raccoons, beers, o olhar potentially destnucive ani-
mals, of in aress prons 1o vandalism,

3. Dispose of product conainer .lncuuod.smilad.
and unconsumad bait as specified on this label.
USE RESTRICTIONS:

For conirol of Norwary rats, Rool rats and House mice.
URBAN AREAS: May be usad in and around the peri
ary of homes, indusinal, commercial and public build-

ings. Place Pacs may sisc be used in and
around ransport vehiclos {ships, rains, aircrait) and
rolaied port of lerminal May alsobsusedin

mmmln‘nm

AN AREAS: May be used inside of homes
wrvd agricuural buldings.

Ses right side panel for addiional DIRECTIONS FOPR USE.

m ® DRECTIONS FOR USE (conkinued from lef
w e Do not place bail in areas where thare is a |

RODENTICIDE
READY TO USE PLACE PAC

KILLS RATS AND MICE%

KILLS WARFARIN RESISTANT NORWAY RATS

ot e Lt

ACTNE INGREDIENT: Bromadicione; (£ Bramo {11 plnd 4%

conlaminating lood or suriaces that come ind
with food. Do not broadcast beit.

SELECTION OF TREATMENT AREAS:

Determing areas whars rats or mice will most |
congume the bail Generally, thate are sl
gnawed openings, in or baside burrows, in
concealed places, betweon foors and walls, ¢
whore rodents or their sigrs Liave been seen,
from rain or show. Romove as much allermd

Sngheay- ) ghamiroy 4 ydrmy M- Lbenpran 2am. ... 0.005% possible.
INERT INGREDIENTS ——a__ 99.995%
TOTAL 100.000% ::%EATDHzﬂH‘%CTDN;:
KEEP QUT OF REACH OF CHILDREN 2 Apply 210 10 Place Pacs per placer
ol resh bait for a! lea
CAUTION HOUSE MICE: Pl | Pace Paca 210121
HAZARDS T0 HUMANS ANO DOMESTIC ANBIALS fﬂr@uce:wa contamina¥d o spoded
Wanp 7wy om bwars, domesic arimals and sets. | nalowed, G mates! may ately. Collect and dispose ol sl dead snimaly
mchce e cetrg abillty of e bleod and cavsie beeding. v cortac) wilh o of bait properdy. To prevent reinfectation, smi
g, Wash wih sanp ard waws b lunding. B sealownd, cal 3 rodent food, waler, and harborage as much e
mmlm. . . ronigstaion does oacur, | restment, ¥
NOTE TO PHYSIIN 1 rgested, aciniles Yiamin K, ey w wally 33 Sinuous source of infestabon i present, estabiis
mm%mm-humwnﬁm bast stations and replenish as needed.
.-:mmiumm. Kospoud ellthas, STORAGE AND DISPOSAL
STORAGE: Siore only in original containe, |
Net Cortents: 40x11/720Z EPAEST. WD, 12455W-1 maccessible 1o children and pels.
Mig. by: EPA REG. NO. 12438-T8 DISPOSAL: Do not reuse emply containes. 5
Bell Laborstorks. Inc. onginal container in several leyers of news

card in ragh.
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Itisaviulaionoﬂ-'duihuhmhspmdﬂnlmm ew'me®
inconsisient wilh s labeling.

REmM“LAﬁLMvaohhdwbbnlma RODENTICIDE
READY TO USE PLACE PAC
IWPORTANT: Donot other noniar-
00t sl o rodenbds. o bl & revrt e KILLS RATS AND MICE
1. Sice product i ka4 ek ot o KILLS WARFARIN RESISTANT NORWAY RATS

Apply E... ol reach of childe Nonway ras and Wuse e may consume el dose n one leeding wilh st dead
zdunc:?&nﬁwun:uapqhmh n::&::'ps« m;m:g’bwh *lwgz
L stalions. Thace slalions mus rases- INGREDIENT: Bromadolons; Sgh !
tant fo destrucsion by dogs and by childran under six ﬁ'”ﬂ“ﬂqﬂthu:-’rm;ln ..... ' ' ..... . 4*0.0051.

yours of age, and must be uced in a manner that INERT INGREDIENTS . 99.995%
prevenis such children {rom reaching info beit com- TOTAL  100.000%

mnmuwmhll N basl can be shakon

smmmmiﬂd units must be KEEP OUT OF REACH OF CHILDREN
sacured or otherwise immobilized, Even sronger bail CAUTION
stabors are needed in areas open to hooled ivesiock,
mu“b::l' m potontially dostrucive ani- Pﬂfé:mm STATEMENTS
vandaksm. HATARDS 70 HUMANS ANO DOMESTIC ANMALS
3. Dispoca of product container, and unused, 5 \ Py domasic aimds 1 pds. 1 msalowed, B s

and unconsumad Lait as specified on this l:u.:, i ﬂydhuﬁm'&; Haiu-lq::

USE RESTRICTIONS: chabiry. lﬂ wik scop ad walet ol hardirg. |l edlowed, cal 2

For conol of Norwary rats, Roof rats and House mice,
URBAN AREAS: May be usad in and around he
oy of homas, indusinal, commercial and public

rmm 1 vk ¥, izl
an Hp::éuqhdn.-in'

DIRECTIONS FOR USE {coninued from left side panel)

Do rot bait in areas whers there i a pocsibility of
mnﬁt:ghoduwhcuhﬂmnmmm
with lood. Do not broadcast beit,

SELECTION OF TREATMENT AREAS:

Determine arsas whers rats or mice will most lkaly find and
concwma the bait. Genaraly, these are siong walls, by
grawed openings, in or beside burrows, in comerns and
concealed places, beiweon loors and walls, of in locaons
whare roden's or hewr signs have been seen. Protect
!rnnranorsm Remove as much slemaiive food s

APPLICATION DIRECTIONS:
RAIS Amzmonaupm placement. Maintain
odsupﬂydhshh-hmhunom
s Place 1 Plca Pac st 8 io 12 fool inlervals.
uanmmmmwmukuhwhnlmls
s.

L4

o
mGONTHACManthan y
avound Fanspor vehices {sips, raine, acral) and ﬁ“mw“‘"“ﬂ"’“h STORAGE AND DRSPOSAL
relaled port or rminal 5. May aiso be used in STORAGE: Siore only in original container, in a dry area
mmmmnm Net Contents: 75x 112072 EPA EST. MO 12488 Wit inaccessibia 10 childean and pets.
AN AREAS: May b use. inside of homes Mig. by: EPAREG. WO 124578 DISPOSAL: Do not revse empty container. Secursly wrap
and sgncuiural buldngs. Betl Laborrworks., Inc. orgial cor t2iner i teveral Byers of newspapar and d-
Se rght side parel for additional DIRECTIONS FOR USE. . U 4 card in ¥ash
‘lnth COMMENTS
in EPA Letrer D-'ll'.ed:
0T 141557
Under e Fad p b
iy bl t
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DIRECTIONS FOR USE
11is & violation of Federal law 10 use this product in a manner
inconsisiert wh its beling,

AEAD THIS LABEL: Read this eniire label and follow all use
drections and use precautions.

INPORTANT: Donot sxpose childran, pets, of other nontar-

nﬂmﬁhmﬂmm To halp 1o prevent accidents:
1. Store product nol in use in a location out of reach of
dﬂdmmd:

2 Apply bast in locations out of resch of chiidren, pets,
domastic animals and nontargetl wildlile, of in amper-
resismnt bait stations. These statons must be resis-
1and o desiruction by dogs and by childron under six
years of age, and must be used in a manner hat
prevents such childran from r o bait com-

and obtaining bail ¥ bail can be shaken
stations when they are kled, units must be
secured or olherwise immobilized. Even svonger bait
staiors are needed in areas opan 1 hooled vestock,
raccoons, bears, or other polentially destruciive ani-
mals, or in areas prone 10 vandalism,

3 Dsmdpodudmm and unused, 5

mdumundhtaspnhdonhh

USE RESTRICTIONS:
For conwol of Norway rats, Rool rats and House mice.
URDAN AREAS: by bs used in av.J around he
oy of homes, indusinal, commarcial and public
CONTRACPhuPﬂqusohuudnmd
mmlwlpnﬂvd'ldu ships, rains, mircrati) and
retated port of ierminal s. May also be vsed n
nol Use 1 Sewers,
AN AREAS: M3y be used ingide f homes
and agricultral buidings.
See right side panel lor additior.al DIRECTIONS FOR USE.

eon-lrae®

RODENTICIDE
READY TO USE PLACE PAC

KILLS RATS AND MICE

KILLS WARFARIN RESISTANT NORWAY RATS
Nuuyusmlnsemnhmmaaﬁ nuﬂm Isi dead

ACTIVE INGREDIENT: Bromadiolons; 31 Browe{1,1" bigheyd 4.4

Jagdeny- | pharwiropyl 4 a2 L bensprn 20w 0.005%
INERT INGREDIENTS ... .. . F9995%
TOTAL 100.000%

KEEP OUT OF REACH OF CHILDREN
CAUTION

PRECAUTIONARY STATEMENTS
HAZARD'S TO HUMANS AND DOMESTIC AMMALS
anqiuhnmmﬂ 1 sulowed, ot muainsial iy
l:irrdmhuduﬂw i) ookt wibs vy w0
wih 500p 0 water alar hanciy. O osallomed, <ol 3

mmsmu adwiricier Yiawn K s sy
Mnm Pq-mﬁnqum.l:i"n‘;

o
m:tm This prochet i boac bo Sk ard kil Komyp o of e,
s o pork,

Net Contents: 120x1 1202 EPAEST WO 1245310
uig. by: EPARES O 1M%-T8

Ball Laborrtorks, Inc
afegs WM USRS A

DRECTIONS FOR USE (continued from left side panel)

Donotphoebalnareaswhmﬂwlsn sa
contaminating food or surlaces hat come in
with lood. Do rot broadcast bait

SELECTION OF TREATMENT AREAS:
Detormmareamomsumwlmoﬂbwy
consumg the bait. Generally, these are along walls
burrows, in comens and
concealod places, ‘beiween foors and walks, or in locations
whuemdensumsvshawbomum. Protect bait
from rain or snow. Remove as much aemalive food as

possible.

APPLICATION DIRECTIONS:

RATS: MmzbioﬁaaPnpuﬂtmmtw
N unin od supply of lrash bait for at least 10 days.
HOUSE MICE: Place 1 Place Pac st § 1012 ool intervals.
Mantain an unintormupted supply of frech bast for at lsast 15

mm&:wammmuwwumd
stoly. Collectand dspose of all dead arimals and lefover
bait properly. To prevent reinfestation, mit sources ol
rocent food, water, and harborage as much as possible. ¥
rmhtaiondoum { remiment. Whars a con-
mmddautmnmautﬁhpumm
bait stabons and replonish as needed.

-T

STORAGE AND DISPOSAL
STORAGE: Siore only in original container, in & dry area
naccassible o chidren and pels,
DISPOSAL: Do not reuss smpty container, Securely wrap
urm\c‘ni w;rw n several layers of newspaper and dis-
nn
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