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Timothy A. Dotson ‘ o
Merial _ :
3239 Satellite Blvd.
Duluth, GA 30096

| Dear Mr. Dotson:

Subject: Frontline po Spot for Cats
EPA Reg. No. 65331-2 L
Submission dated 6/19/03 Y

, . .
The labeling referred to above, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act, as a.mended, is acceptable subject to thc comments
listed below. LT
Revise the mosquito kill claim to read as follows -
With a monthly application, Frontline Plus for cats kills mosqmtoes w1th1n 24 hours for
up to 14 days, and within 48 hours for up to 28 days

llllll

fleas, ticks, and chewing lice.

Delete the reference to “unique mode of action” as tlns isa oomparatwe clmm
One copy of the finished labeling must be submxtted pnorto releasmg the product for shlpment If
you have questions, please call Ann Sibold at 703 305-6502.

Sincerely,

ﬁmM

vt Linda Amrington
Acting Product Manager 10
Insecticide Branch
Registration Division (7505C) -

Intemet Address (URL) « hitp//iwww.opa.gov
Recyclad/Recyclable « Printad with Vegatabie Oll Based Inks on mmrmmmmmmmo
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Kills fleas, ticks, chewing lice

& mosquitoes

* Convenient spot treatment for
fast-acting, long-lasting control
of fleas, ticks, chewing lice and
mosquitoes

* Waterproof

For Cats & Kittens
8 weeks or older.
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ACTIVE INGREDIENTS
fipronil.......coouee..

KEEP OUT OF
REACH OF CHILDREN

CAUTION

Contains 3{6)-0.017 Aoz
(0.5 mi) appficators

(Prototype Graphics)




How to Apply F ROM’NE '

Top 3t

1. To Remove Applicator from Child-Resistant Pockaoge
Use scissors. Or lift and remove plastic tab to expose
foil, then peel down.

2. To Open Applicator
Hold upright and snap applicator tip away from face

and body.

3. To Apply FRONTLINE®

Place applicator tip through animal’s hair to the skin
level between the shoulder blades. Squeeze applicator,
applying entire contents in a single spot to the
animal’s skin.

Quastions or Commants? [ilet
Call: 1-800-660-1842

INSERT COVER TAB HERE

o



® For Cats & Kittens
/' FRONTLINE =iz

Top Spot®
for cats
FRONTLINE provides convenient and effective flea, tick, chewing lice

and mosquito control for cats and kittens 8 weeks or older, Fiea Adult
*  Fast-acting and long-lasting @
*  Prevents reinfestation
+ Convanient to use Brown Dog Tick
*  Kills newly emerged adult fleas before they luy eggs @
*  Controls fleas which may cause flea allergy dermatitis
+  Kills all stages of brown doy ticks, American doyg ticks, lone star | e Stor Tick
ticks and deer ticks (which may corry Lyme disease)
+ Kills mosquitoes @
*  Rapidly eliminates infestutions with chewing lice
+ Can also be used on breeding, pregnant and lactating queens Deer Tick
+  Waterproof
FRONTLINE contains the active ingredient fipronil which has @ unique @

mode of action that effectively targets fleas, ticks, chewing lice and American Dog Tick
mosquitoes. Fipronil collects in the oils of the skin and hair follicles,
and continues to be released from heiir follicles onto the skin and coat,

\ resulting in long-lasting octivity. Chewing Lice

\ &
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FRONTLINE

Top Spot*
WP oecs

FRONTLINE TOP SPOT FOR CATS provides convenient and effective fleq, tick, chewing lice and
mosquite control for cats and kittens 8 weeks or clder.

Directions For Use

it is a violation of Federal Laow to use this product in o manner inconsistent with its labeling. Do not allow

children to apply product. TO PREVENT HARM TO YOU AND YOUR PET, READ ENTIRE LABEL AND

ENCLOSED DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY

%TEE#EN'I'S CAREFULLY USE ON CATS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON
AMNIMALS.

To kil fleas, all stages of brown dog ticks, American dog ticks, fone star ticks, deer ticks {which may
corry Lyme disease), chewing lice and mosquitoes, apply to cats and kittens (8 weeks or older) as
follows:

Hold applicator upright ond snap applicator tip away from fuce ond body. Place applicater tip through
animatl’s hair to the skin level between the shoulder blodes. Squeeze opplicator, opplying entire
contents in a single spot to the animal’s skin, Avoid superficiol application to the animal’s hair. Onfy
one opplicator per treatment is needed.

FRONTLINE TOP SPOT FOR CATS con also be used for the treotment and controi of flea, tick, chewing
tice ond rmesquite infestations on breeding, pregnant and lactating queens.

Frequeney Of Application

When used manthly, FRONTLINE TOP SPOT FOR CATS complately controls flea, tick, chawing lice
ond mosquito infestations. Research damonstrates that FRONTUNE kills adult fleas for up to six
weeks. FRONTLINE kills ticks and mosquitoes for at least one month. A once monthly epplication Is
recommended where tick control is needed. Although FRONTLINE can control fleas for up to six
weeks, if there is a high risk of reinfestation or if the pet has fleas which may couse flee allergy
dermatitis, 0 once monthly application may be needed.

FRONTLINE remains effective even after bathing, water immession, or exposure to sunlight. Avoid
contact with treated area until dry. Do not reapply FRONTLINE for 30 days.

Merial Limited EPA No. 653312
3239 Sateilite Bivd. . No. -

Duluth, GA 30096-4640, USA MADE IN FRANCE Pt 5553 bE s
®FRONTLINE and TOP SPOT are registered trademarks of Merial. (EPA Est. 65331-GA-1}
©2003 Merial. All rights reserved. (EPA Est. JOOOXX-XXX-X}
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FRONTLINE

Top Spot®

for cuts

FOR CATS & KITTENS 8 weeks or older,

Convenient spot treatment for fast-acting,
long-lasting control of fleas, ticks, chewing lice
and mosquitoes.

ACTIVE INGREDIENT

fipronil . .. ... L 9.7%
{NERT INGREDIENTS . .. ........... 90.3%
TOTAL............ ... cooinn.. 100.0%
KEEP OUT OF REACH OF CHILDREN
CAUTION

FRONTLINE® provides convenient and effective fleq, tick,

chewing lice and mosquito control for cats and kittens.

* Fast-acting and long-lasting

* Prevents reinfestation

Convenient to use

Kitls newly emerged adult fleas before they lay eggs

Controls fleas which may cause flea allergy dermatitis

Kills all stages of brown dog ticks, American dog ticks, lone

star ticks, and deer ticks (which may carry Lyrne disease)

Kills mosquitoes

Rapidly elimingtes infestations with chewing fice

+ Can also be used on breeding, pregnant and lactating
queens

* Waterproof

FRONTLINE® cantains the active ingredient fipronil which
has a unique mode of action that effectively targets fleas,
ticks, chewing lice and mosquitoes. Fipronil collects in the
oils of the skin and hair follicles, and continues to be
released from hair follicles onto the skin and coat, resulting
in long-lasting activity.

DIRECTIONS FOR USE

It is @ violation of Federal Law to use this product in a manner
inconsistent with its labeling. Do not allow children to apply
product. TO PREVENT HARM TO YOU AND YOUR PET,
READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE.
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY, USE ON CATS ONLY. DO NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, ali stages of brown dog ticks, American deg
ticks, lone star ticks, and deer ticks {which may carry
Lyme diseqase), chewing lice and mosquitoes, apply to cats
and kittens (8 weeks or older) as follows:

Remove applicator from child-resistant package. Hold
opplicator upright and snop applicotor tip away from face
and body. Ploce applicator tip through animal’s hair to the
skint level between the shoulder blades. Squeeze applicator,
applying entire contents in o single spot to the animal’s
skin. Avoid superficial application to the animal’s hair. Only
one applicator per treatment is needed.

7 XXX XXX *
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FRONTLINE TOP SPOT FOR CATS can also be used for the
treatment and control of flea, tick, chewing lice and mosquito
infestations on breeding, pregnant and lactating queens,

FREQUENCY OF APPLICATION

When used monthly, FRONTLINE* TOP SPOT FOR CATS
completely controls fleq, tick, chewing lice and mosquita
infestations. Research demonstrates that FRONTLINE"
kills adult fleas for up to six weeks, FRONTLINE® kills ticks
and mosguitoes for at feast one month. A once monthly
application is recommended where tick control is needed.
Although FRONTLINE® can control fleas for up to six
weeks, if there is a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, o once
monthly application may be needed.

FRONTLINE® remains effective even after bathing, water
irmmersion, or exposure to sunlight. Avoid contact with treated
area until dry. Do not reapply FRONTLINE® for 30 days.

STORAGE AND DISPOSAL

Do not conteminate water, food, or feed by storage and disposal.
STORAGE. Store unused product in original container
only, out of reach of children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local
solid waste agency or 1-800-CLEANUP for disposal
instructions. Never place unused product down any indoor
or outdeor drain.

CONTAINER DISPOSAL. if empty: Do not reuse this
container. Place in trash or offer for recycling if available.

FIRST AID

Have the product container or label with you when calling a
poison control center or doctor or going for treatment.

IF SWALLOWED: Call a poison control center or doctor
immediately for treatment advice. Have person sip a glass of
water if gble to swallow. Do not induce vorniting unless told to
do so by a poison control center or doctor. Do not give
anything by mouth to an unconscious person.

IF IN EYES: Hold eye open and rinse slowly and gently with
water for 15-20 minutes. Remove contact lenses, if present,
after the first 53 minutes, then continue rinsing eve. Call a
poison control center or doctor for treatment advice.

IF ON SKIN: Wash with plenty of soap and water. Get
medical attention if irritation persists,

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS. CAUTION.

Harmful if swallowed. Causes eye irritation. Avoid contact
with skin, eyes or clothing. Wash thoroughly with soap and
water after handling.

HAZARDS TO DOMESTIC ANIMALS.

For external use only, Do not use on kittens under 8 weeks
of age. Individuai sensitivities, while rare, may occur after
using any pesticide product. Pets may experience sorme
temporary irdtation at the site of product application. if
signs persist, or become more severe within a few days of
application, consult a veterinarian immediotely Certain
medications can interact with pesticides. Consult g veterinarian
before using on medicated, debilitated or aged animals.
Call 1-800-660-1842 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
FLAMMABLE: Keep away from heat and open flame.

WARRANTY

Seller mokes no warranty, expressed or implied, concerning
the use of this product other than indicated on the label.
Buyer assumes all risk of use and handling of this material
when such use and handling are contrary to label instructions.

EPA Reg. No. 65331-2

Marial Limited
3239 Satellite Bivd,
Duluth, GA 30096-4640, USA

®FRONTLINE ond TOP SPOT are
registered trademarks of Merial,
©2003 Merial. Alt rights reserved.




CATS

compliance card x3 - Front

FRON

“Flea, Tick, Chewing Lace‘

Mosquito Protection Card”,
Apply FRONTLINE® monthly, or as needed, .45 48
for contituous protection against Heos, ticks, dmlhg -

Pet’s Noma:

SERONTLINE ond TOP SPOT are mogistered waderaoeks of Mericl. 203 Muriol. AB rights resarved.

Mace stickers on calendar on o reminder to opply FRONTLINE®, 8

(Prototype Graphics)
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CATS compliance card x3 - Back

Remove the adhesive backing and attach to your refrigerator door.

eoind Mongaitaes cor i oo o oo mtﬁ ai"'i'."u‘.
. Protection Card
Spring Summer Instructions for Use
Praventian Prevention . Theatment Rﬂm«mﬂ%ﬁoﬁ
Fleos and ticks start to breed more The paried of highast risk. nt of this cand wi
quickly oy spring progresses. Summer temperotures ond humidity W“WW .

can quickly fewd te huge infestations. I-VMll!h;dnhofyonr
m:mtmmhﬂn
shown,

e a o
FRONTLINE" mﬂl? or
a3 needed. -

, —
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inter Autumn <

Prevention Pravention - Treotment [

The risk ks still thare. Prevents reinfestation from newly emerged adult fleas and -,k
With the cold wouther, fleas olf stages of brown dog ticks, American dog ticks, fone star s

con brood in your warm home, ticks, and deer ticks {which may carry Lyme disense).

{(Prototype Graphics)
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CATS compliance card x6 - Front

FRO}

“Flea, Tick, Chewing Lice and
Mosquito Protection Card”.;
Apply FRONTLINE® monthly, or ot nesded, 75

for continuous protection against flees, ticks, chewing
Pet's Nama:

SERONTLINE and TOP SPOT are regisined wadésnarks of Menal. §2003 Mariol. Al sighty resersed.

Place stickers on colendur as o reminder to apply FRONTLINE®,

(Prototype Graphics)




CATS compliance card x6 - Back

Remove the adhesive backing and attach to your refrigerator door,

I -
Fliwe Foohe Ceowang Lee el Mosquitoes cat be e vaned peobilvan! m’mmm
© ond Mosquito

' Protection Cord
Spring Summer - netructions for Use
Prevention . Prevention - Treatmant Tha colendor stickens on
Fleas and ticks stort to bresd more The period of Mghest risk. the iront of this card will
quickly a3 spring progressas. Summer temperatures and humidity % " to apply ‘
"y con quickly feond to buge infastations. 1 - Write the date of your
t:’nﬂntmmlnlhn

1o the current 3 )

*

* T XX XX XX

Prevention - Teatment
Prevants reinfestation from newly emerged adult Heas and m
olf stages of browe dog tcks, Americon dog ticks, fons star —_—
ticks, and desr ticks (which moy corry Lyme ditecse).

(Prototype Graphics)
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TO REMOVE APPLICATOR:

- Use scissors, Or lift end remove

plastic tab to expose foll,
than pesl down.

Cat
0.007 flox
Lot #
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