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form Approved, OMB No, 2070:0080, Approval oxpifge 2:28:35
a United States Registration | OPP Identfier Number
\"IEPA Environmental Protection Agency Amendment
‘ Washington, DC 20460 v | Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
65331-5 Ms. Linda Arrington None D Restrictsd
4, Company/Product (Namae} PM#
Frontline Plus for Dogs 10
5. Name and Address of Applicant (/nclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c}(3)
Merial Limited (b}i}, my product is similar or identical in composition and labeling
3239 Satellite Blvd. to:
. No.
Duluth, GA 30096 EPA Reg. No
D Check if this is a new address Product Name

Section - Il

D Amandment - Explain balow. Final printed labels in repsansa to
Agancy lettar dated NQ:HE[( :Al " |N
D Rasubmission in response to Agency letter dated D "Me Too" Application.

B Natification - Explain below, D Other - Explain below. MAR 2 4 2004

Explanation: Use additional page(s) if nacessary. (For section | and Section il.)

NOTIFICATION per PR-Notice 98-10. This notification is consistent with the guidance in PR Notice 98-10 and the requirements of EPA's regulations at 40

CFR 156.10 and 40 CFR 152.46, and no other changes have been made to the labeling or the Confidential Statement of Formula {CSF) of this preduct, |

understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. | further understand that if this notification is not consistent

with the guidance of PR-Notice 98-10 and the requirements of 40 CFR 156.10 and 40 CFR 152.48, this product may be in violation of FIFRA and | may be
‘bject to enforcement action and penalties under sactions 12 and 14 of FIFRA.

Section - i

1. Material This Praduct Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Watar Soluble Packaging 2. Type of Container
Yeos i Yes - Yeos Matal
v | Plastic
- No - No No I Glass
age s if "Yes™ No. per If "Yos™ No. per Paper
; C“gr:’czz:" must Unit Packaging wgt. containar Package wgt cantainer Other {Specify)
@ submi 6 oz. 3and s |
3. Location of Nat Contents Information 4. Size(s) Retail Container 5. Location of Labsl Directions
[ Labal [v] container 0.023,0.045,0.091 and 0.136 fl oz. | [~ On labeling accompanying product
6. Manner in Which Label is Affixed to Product [ ! Lithograph [] other _Printed
aper glued
: Stenciled

Saction - IV T

1. Contact Point (Complete items directly below for identification of indiﬁdud to be contacted, if necessary, to pracess this application |

Name Titie Telephone No. (Include Area Code}
Timothy A. Dotson Technical Director 676-635-3713 ‘ )
PR R
Certification + | - Date Application

| certify that the statements | have made on this form and ail attachments therato are true, sccurate and complata T R"“’;‘"’? ‘.

I acknowladge that any knowlinglly false or mislaading statement may be punishable by fine or imprisonment or N ‘ I . lb"tari\bedi

both under applicable law. ’ |
- Srgnature 3. Title ': T

/f ) A\/ Technical Director s -
...

4. Typed Namae 5. Date
Timothy A. Dotson ‘5/// /() 7‘,

EPA Form 8570-1 {Rev. 3-94} Previous editions are obsolate. White - EPA File Copy (original) Yallow - Applicant Copy
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Timothy A. Dotson

Technical Director N
Regulatory Affairs North America 3239 Satellite Blvd.
Tel: 678-638-37132 Duluth. GA 30094
Fax: 678-63B8-3715 Tel 478 638 3000

March 11, 2004

Ms. Ann Sibold

Team 3, Insecticide Branch
Registration Division (H7505C)
Document Processing Desk (NOTIF)
Office of Pesticide Programs

Room 266A, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, VA 22202

SUBJECT:  Frontline® Top Spot® for Cats, EPA Reg. No. 65331-2
Frontline® Top Spot® for Dogs, EPA Reg. No. 65331-3 .,
Frontline® Plus for Cats, EPA Reg. No. 65331-4
Frontline® Plus for Dogs, EPA Reg. No. 65331-5
NOTIFICATION of Label Revisions Per PR-Notice 98-10

Dear Ms. Sibold:

Please find enclosed a NOTIFICATION per PR-Notice 98-10 for revision of the consumer
satisfaction guarantee statement located on the carton. Please note that this statement is
a ‘non-FIFRA’ related agreement, if you wiil, between Merial and the consumer. A portion
of this statement is being deleted. Merial’s telephone access number will remain the same,
providing the consumer with access to Merial’s technical services as needed. This
statement is similar to the warranty statement on the label, and therefore the Master
labels are being submitted by NOTIFICATION only.

Enclosed are copies of EPA Form 8570-1 along with two copies of the revised Master labels
for each of the 3X/6X pipette presentations for cats/dogs including all four weight range
presentations (dogs only). One copy has been highlighted for ease of review.

Thank you for your assistance. Please cail me at 678-638-3713 (email at
timothy.dotson@merial.com) if you have any questions regarding this submission.

”

SincereiYJ ‘oo 0s .-...
/:_m_\-' /f jd A/_\ . :....: E...:.
Timothy A. Dotson T S
Technical Director sezes o tu
Regulatory Affairs NA Secee .

® Registered Trademark of Merial Ltd.

1>

www.merial.com

Merial Uimited A Merck and Aventis Company

Registered in England and Walnx (No. 3332751 with reqistared offices at 27 Knightsbridge, Londen SW1X 70T England, and domesticuted in Delaware. USA as Merial LLE
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IGIIS ﬂeas flea eggs, ticks, chewmg hce

& mosqurtoes

* Fast-acting

* Kills ticks including those that
may transmit Lyme disease
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I(EEP OUT OF
E CH 0 CHILDREN

Conmlns 3{6] -0 023 floz
(0.67 ml) applicators
Contains 3{6)-0.045 fl oz
{1.34 ml) applicators
Contains 3(6)-0.091 fl oz
{2.68 ml) applicators
Contains 3(6}-0.136 fl oz
{4.G2 ml) applicarors

* Waterproof &
For Dogs & Puppies 8 weeks or c e
bl and up to 22 ibs. ¢
ob § 8 §, For Dogs 23-44 Ibs. T
238 §L ‘M For Dogs 45-88 Ibs. £
QAENE For Dogs 89-132 Ibs.
RO GE N  ACTIVE INGREDIENTS
wmgU‘u \ronl - 2.8%
N m T (FR -methoprene B.8%
STENE ERT'N RED\ENTS TR 4%
@ F o - 100.0%
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How to Apply FRONTI’ ) for dogs

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

2, Open Applicator
Hotd upright and snap applicator tip away from face
and body.

3. Apply FRONTLINE® PLUS FOR DOGS

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,

Questions or Comments?
Call: 1-800-660-1842

INSERT COVER TAB HERE

"/



regulator {IGR) {S)-methoprene. FRONTLINE PLUS effectively targets all

(’
’ FRONTLINE'
/ %ﬁr dogs Flea Adult
/ . i R Flea Eggs
FRONTLINE PLUS FOR DOGS provides fast, effective and convenfent
treatment and control of fleas, ticks, chewing lice and mosquitoes for
b (dogs and pupples 8 weeks or older and up to 22 |bs., dogs weighing
23-44 Ibs., dogs weighing 45-88 Ibs., dogs weighing 89-132 Ibs.) Flea Larvae
*  Stops and prevents infestations
+  Kills adult fleas, flea egys & flea larvae
+  Prevents all flea stuges {eggs, larvae, pupae) from developing Flea Pupae
*  Kills fleas which moy cause flea allergy dermatitis
»  Kills all stages of deer ticks (which may coarry Lyme disease), @
Brown dog ticks, Americon dog ticks & lone stor ticks
*  Kills mosquitoes Brown Dog Tick
*  Prevents and controls reinfestations
*  Rapidly eliminates infestations with chewing lice @
*  Aids in control of sarcoptic mange infestations !
»  Can also be used on breeding, pregnant and loctating bitches Lone Star Tick
*  Fast-acting
* Long-lasting @
*  Waterproof Deerick
+ Convenient to use eer 1
M FRONTLINE PLUS FOR DOGS contoins fipronil and the insect growth

®

stages of fleas. Fipronil collects in the oils of the skin and hair fellicles, American Dog Tick

and continues to be released from hair follides onto the skin and coat, resulting
in long-lasting activity against flaas, ticks and chewing lice.

MERIAL

038 XXOXXX
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LOT NO :
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RONTLINE®

FRONTLINE PLUS FOR DOGS provides fost, effective and convenient trectment and control of fleas,
ticks, chewing lice and mosquitoes for (dogs and puppies 8 weeks or older and up to 22 Ibs., dogs weighing
23-44 Ibs., dogs weighing 45-88 Ibs., degs weighing 89-132 Ibs.).
Directions For Use
It is o viclation of Federal Law to use this preduct in a manner inconsistent with its labeling. Do not allow
children to upplzé:\rodud‘ TO PREVENT HARM TO YOU AND YOUR PET, READ ENTIRE LABEL AND
ENCLOSED DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON
OTHER ANIMALS.
To kill fleas, all stages of brown deg ticks, American dog ticks, lone star ticks, and deer ticks {which
may camy Lyme disease)}, chewing lice and mosquitoes, apply to dogs or puppies (B weeks or older) as follows:
Remave applicator from child-resistant package. Hold applicator upright and snap applicator 1ip
away from face and body. Place applicator tip through animal’s hair te the skin level Eetween the
shoulder blaodes. Squeeze applicator, appl inﬂ entire contents in a single spet to the enimal’s skin.
Avoid superficiol application to the unimors aiv. Only one applicator per freotment is needed.
FRONTLINE PLUS aids in the control of sarcoptic mange infestations. Multiple monthly treotments
ore recommended for the elimination of mites.
FRONTLINE PLUS FOR DOGS can also be used for the treatment and control of mosquitoes, and
fleq, tick and chewing lice infestations on breeding, pregnont and lactating bitches.
Frequency Of APA;)Iicufion
When used monthly, FRONTLINE PLUS FCR OGS completely breoks the flea life cycle and controls
tick and chewing lice infestations.
Reseorch demonstrates that FRONTLINE PLUS kills adult fleas, flea eggs, and flea larvae for up to
three manths. FRONTLINE PILUS olso prevents development of all flea stages for up to three months,
Although FRONTLINE PLUS con control fleas for up to three months, if there is a high risk of
reinfestotion or if the pet has fleas which moy cause flea ollergy dermatitis, a once monthly
application may be needed.
FRONTLINE PLUS kills ticks for at least one month. A once monthly application is recommended
where tick control is needed.
FRONTLINE PLUS kills chewing lice for at least one month. A once menthly application is
recommended where chewing lice control is needed.
With @ monthly application, FgONTL-'NE PLUS kills mesquitoes within 24 hours for up to 7 days, ond
within 48 hours for up to 28 days.

AT EPA Reg. No. 65331-5
Merigl Limited

3239 Sateliite Bivd, EPA Est. 65331-FR-2
Duluth, GA 30096-4640, USA MADE IN FRANCE (EPA Est. 65331-DEU-1)
BERONTLINE is o registered trademark of Merial. {EPA Est. 65331-GA-1)
©2004 Merial. All rights reserved {FPA Est. 74528-CHE-1)
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NOTIFICATION
MAR 2 4 2004

Please call our experts ot
1-800-660-1842 if you
have eny questions or
comments obout flea,
tick, fice and mosquito
contral or FRONTLINE

Ajue asn WU 104
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for dogs

FOR DOGS & PUPPIES 8 weeks or older
Convenient spot treatment for fast-acting,
long-lasting control of fleas, ticks and chewing lice.
FRONTLINE® PLUS also kills mosquitoes.

ACTIVE INGREDIENTS

fipromil: . ... ... ... ... .. .. L. 9.8%
(gn)-methoprene ..................... 8.8%
INERT INGREDIENTS . ............. 81.4%
TOTAL . ....... ... .. ... .. ...... 100.0%

KEEP OUT OF REACH OF CHILDRE
CAUTION

FRONTLINE* PLUS FOR DQGS provides fast, effective
and convenient treatment and control of fleas, ticks,
chewing lice and mosquitces for dogs and puppies,

* Stops and prevents infestations

s Kills adult ﬁeus, flea eggs, and flea larvae

* Preverts all flea stages {eggs, larvae, pupoe)

from developing

Kills fleas which may cause flea allergy dermatitis

Kills al! stages of deer ticks {which may carry Lyme disease),
brown dog ticks, American dog ticks, and lone star ticks

+ Kills mosquitoes

* Prevents and controls reinfestations

* Rapidly eliminates infestations with chewing lice

. Aiiﬁ: in control of sarcoptic mange infestations

* Can also be used on breeding, pregnant and lactating bitches
* Fast-acling

* Long-lasting

* Waterprocot

L]

Convenient to use

FRONTLINE™ PLUS FOR DOGS contains fipronil ond the
insect growth regulator {IGR) {5}-methoprene. FRONTLINE"
PLUS effectively targets all stages of fleas. Fiprenil collects in
the cils of the skin and hair Tollicles, and continues to be
released from hair follicles onto the skin and coat, resulting
in long-lasting activity against fleas, ticks and chewing lice.

DIRECTIONS FOR USE

It is a 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 DOGS ONLY. DO
NOT USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.
To kill fleas, all stages of brown dog ticks, American dog
ticks, lone star ticks, deer ticks (which may carry Lyme
disease), chewing lice and mosquitoes, apply to dogs or
puppies (8 weeks or older) as follows:

Remove applicator from child-resistant package. Hold
applicator upright and snap applicator tip away from face
and body. Place applicator tip tﬁrough animol’s harr to the
skin leve! between the shoulder blades. Squeeze applicator,
applying entire contents in a single spot to the animal’s
skin. Avoid superficiol application to the animal’s hair
Only one applicotor per treatment is needed.
FRONTLINE® PLUS aids in the contral of sarcoptic mange
infestations. Multiple monthly treatments are recommended
for the elimination of mites.

FRONTLINE™ PLUS FOR DOGS con alse be used for the
treatment and control of mosquitoes, and fleg, tick and
chewing lice infestations on breeding, pregnant and iactating

WA

FREQUENCY OF APPLICATION

When used monthly, FRONTLINE™ PLUS FOR DOGS
completely brecks the flea life cycle and controls tick and
chewing lice infestations. Research demonstrates that
FRONTLINE™PLUS kil's adult fleas, flea eqgs, and flea lar-
vae far up to three months, FRONTLINE*PLUS also pre-
vents development of all flea stages for up to three
months. Although FRONTLINE*PLUS can control Hleas for
up to three months, if there is a high risk of reinfestation
or if the pet has fleas which may cause flea allergy
dermatitis, a once monthly application may be needed.
FRONTLINE* PLUS kills ticks for at least one month. A
once monthly application is recommended where tick
control is needed. FRONTLINE” PLUS kills chewing lice
for at least one month. A once monthly application is
recommended where chewing lice control is needed. With
o monthly application, FRONTLINE" PLUS kills mosquitoes
within 24 hours for up to 7 days, and within 48 hours for
uf;; to 28 days. FRONTLINE" PLUS FOR DOGS remains
effective even after bathing, water immersion, or exposure
to sunlight, Avoid contact with treated area until dry. Do
not reapply FRONTLINE® PLUS for 30 days.

STORAGE AND DISPOSAL
Do not contaminate 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 ploce unused product down any indoor
or cutdoor 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 labe! with you when calling a
polson control center or doctor, or going for treatment.

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

IF IN EYES:; Flush eyes with plenty of water. Call a doctor if
irritation persists.

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

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS. CAUTION.

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

HAZARDS TO DOMESTIC ANIMALS,

For external use only. Do not use on puppies under
8 weeks of age. Individual sensitivities, while rare, may
occur after using cny pesticide product. Pets may
experience some temporary irritation at the site of product
application. If signs persist, or become more severe within a few
days of application, consult a veterinarian immediately.
your pet has on unusual reaction to the initial opplication,
consult a veterinarian before repeating treatment. Certain
medications can interact with pesticides. Consult a veterinarian
before using on medicated, debilitated or aged animals.
Call 1-800-660-1842 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Dc not use or store near heat or apen flame.

HOW SUPPLIED

For easy and convenient treatment, FRONTLINE" PLUS FCR
DOGS is available in sizes for small dogs and -puppies
8 weeks or older and up to 22 Ibs, v.23ium dogs 2344 ibs,,
jarge dogs 45-88 los., and extra lurge dogs 89132 Ibs.

WARRANTY .

Seller makes no warranty, expresséd. or iraplied, doncerning
the use of this product other than indcated on-tue lowel,
Buyer assumes all risk of use and hardling of this miatenal
when such use and handling are cont.ary to label instructions.

EPA Reg. No. 65331-5

Merial Limited
3239 Satellite Blvd.
Duluth, GA 300%4-4640, USA

®FRONTLINE is a registered trademark of Merial,
©2004 Merial. All rights reserved
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DOGS compliance card x3 - Back

Remove the adhesive backing and attach to your refrigerator door

Fieas, Ticks, Chewing Lice and Mosquitoes can be o year-round probfem!

Spring Summer
Fleas ond ticks breed more The period of highest risk.
frequently as spring progi Summer temperatures and humidity
can quickly lead to flea and
tick infestutions.

Autumn

Winter
Minimize the risk of any Tha risk continues. Fleas and ticks (brown dog ticks,
reinfestation. American dog ticks, fone star ticks, and deer ticks which

may carry Lyme disease) remain o threat.

J
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(Prototype Graphics)
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DOGS compliance card x6 - Back

Remove the adhesive backing and attach to your refrigerator door

Fleas, Ticks, Chewing Lice and Masquitoes can be o year-round problem!

Spring Summer
Fieas and ticks breed more The period of highest risk.
frequently as spring progt X Summer temperatures and humidity
can quickly lead to tieg and
tick infestutions.

==
S
=<
—-. " ]
pmq——e
=
t—
==
. —C
Winter Autumn =
Minimize the risk of any The risk continires. Fleos and ticks {brown dog ticks, —
reinfestation. American dog ticks, lona stor ticks, and deer ticks which E_}‘

may corry Lyme disease] remain a threat.

{Prototype Graphics)
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TO REMOVE APPLICATOR:
Use sciszors, Or lift ond remove

|
|
I
I

>

TO REMOYE APPLICATOR;

RONTE,

=

plastie tob ta expese foif,
then peel down.

Dog 22
0.023 fl ox”
Lot #

plostie teb to expore foll,

A

a

TCQ REMOVE APPLICATOR:
Usa scixtors. Or fift ond remove
plostic fob 18 sxpose foll,

then peel down.

] Use sehizore. Or lift and removs

i
b

Dog 22
0.023 fl oz
Lot #

[
I
|
J

then pee] down,

Dog 22
0.023 A ox
lot# -

pln! i tub By r_f.mu fall
* thes plel l.'ﬁ:wn X

Dng BB
D.09) fiox
Lot #

TO REMOVE APLICATG R
Use sci sers. @ [ift and remove

TO RuMOVEAPPLICATOR:
und remave ]

5 Use silosbre. Ur i
plastle tobi to rqoze foil,
. than g zal fawn.

I Dog B8
0.097 floz
I , Lot #

1.
I

i

I

l.
P

A

a

TO REMOVE APPLICATOR:
Uuschwn O lift ond remove
plostie tab to expese folf,
than peel down,

. Dog 88
0:091 fl oz
Lot #

TO REMOVE

Unph,ldm" Ibﬁrl!ﬂmd mfoﬂ.
c tab to expuse:
than peel down.

Dog 44
0.045 1 o2
Lot #

l

!

!

|
P

TO REMOYE APPLICATOR:

! Usu sciszars, Or lift ond remove

|
]
:

plastic tab to expose fall,
then pael down.

Dog 44
0.045 #] oz
Lot #

=

l
]
I
I

P

b=

TO RENMOVE APPLICATOR:
Use scissars. Or lift and remove
plostlc tob te expase foil,
then pael down.

Dag 44
0045 {l ox
Lot #

TO REMOVE APPLICATOR:
Use scirsors, Or ift ond remove

plnﬂiclnbhupmf-ll,f . -.E

then pasl ﬂm N

Dog 132
0136 flox
Lot # .

A

a

TG REMOYE APPLICATOR:
Use sciisons. Or lift and remova
plostic tob to axpaxe fail,
than peel down.

Dag 132
0,136 fl oz
Lot #

I

I
=
!
l

pE

/Z

2

TO REMOVE APPLICATOR:
Use scizsors, Or lift and remava
plastic Yab to expose foif,
then peel down.

Dog 132
0.138 fl ox
Lot #
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