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0CT 24 2003
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Timothy A. Dotson
Merial

3239 Sateilite Blvd.
Duluth, GA 30096

Dear Mr. Dotson:

Subject: Frontline Top Spot for Dogs
EPA Reg. No. 65331,35~
Submission dated 7/23/03

The labeling referred to above, submitted in connection with registration under thie Federal
Insecticide, Fungicide, and Rodenhcxde Act, as amended, is acceptable subject to the comments
listed below.

Delete the reference to mosquito “infestations™ on dogs. Mosquitoes do not infest dogs as
do fleas, ticks, and chewing lice.

One copy of the finished labeling must be submitted prior.to neleasmg the product for shipment.If
you have questions, please call Ann Sibold at 703 205-6502.

Sincerely, _

Qe Lt

Linda Arrington

Acting Product Manager 10
Insecticide Branch
Registration Division (7505C)

internet Address (URL) » hitp/www.epa.gov
Recycled/Recyclable « Printed with Yegetable Oil Based Inks on Process Chiorine Free Recycled Paper (Minimum 80% Postconsumer content)
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O0CT 29 2003
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Timothy A. Dotson
Merial

3239 Satellite Blvd.
Duluth, GA 30096

Dear Mr. Dotson:

Subject: Revised acceptance letter
Frontline Plus for Dogs
EPA Reg. No. 65331-5
Submission dated 7/23/03
The subject line of the letter dated Oct 24, 2003 should be corrected to read as follows:
Frontline Plus for Dogs
EPA Reg. No. 65331-5

If you have questions, please call Ann Sibold at 703 305-6502.

Sincerely,

(yn W
)LV- Linda Arrington

Acting Product Manager 10

Insecticide Branch

Registration Division (7505C)

Internet Address (URL) » hitp:/www.epa.gov
Recycled/Recyclable « Printed with Vegetable Oll Based Inks on Process Chiorine Free Recycled Paper (Minimum 80% Postconsumer content)
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Kills fleas, flea eggs, ticks, chewing li

& mosqurtoes

* Fast-acting

* Kills ticks including those that
may transmit Lyme disease

Waterproof
For Dogs & Puppies 8 weeks or olde ‘
and up to 22 lbs.
For Dogs 23-44 Ibs.
For Dogs 45-88 Ibs.
For Dogs 89-132 Ibs.
ACTIVE INGREDIENTS

55}” e
ERT INGREDIENT
TOTAL ..o

KEEP OUTOF

w&&mwﬂ

Contains 3(6)-0.023 A oz
{0.67 mi) applicatars
Contains 3{6}-0.045 fl 0z
[1.34 ) applicators
Contains 3{61-0.091 N oz
{266 mi) applicators
Containg 3(6)-0.136 oz
[4.02 b} apphcators
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How to Apply F 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
Hold 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
lavei batween tha shoulder blades. Squeaze applicator,
applying entire contents in a single spot to the
animal’s skin.

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

INSERT COVER TAB HERE
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/ FRONTLINE' e ®
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FRONTLINE PLUS FOR DOGS provides fast, effective and corvenlent g
treatment and control of fleas, ticks, chewing lice and mosquitces for
- {dogs and puppies § weeks or older and up to 22 |bs.,, dogs hing
23-44 Ibs., dogs weighing 45-88 Ibs., dogs weighing 89-132 ibs. Flea Larvos
. and prevents infestations
. Kisadm‘t,f;nt,ﬂn & flac lurvae '
*  Prevents all flea stages (eggs, lorvae, from developing Flea Puj
L Kl A which ey cuns e clry e | 9
. s ofl stoges r may corry e),
brown dog ticks, American doy ticks & lone star ticks
*  Kills mosquitoes Brown Dog Tick
*  Prevents and controls reinfestations
*  Rapidly dliminates infestations with fice
* Aids in control of sarcoptic mange infe
*  Cun also be used on breeding, pregnont ond lectating bitches Lone Star Tick
+  Fost-acting
. Lang-lmﬁr;g
*  Conveniant to use : Doer Tick
e FRONTLINE PLUS FOR DOGS contains ﬂ:msl and the insect growth @
regulator (IGR) (S}methoprene. FRONTLINE PLUS targets all
stages of fleas. Fipronil collects in the ofls of the skin and hair foflicles, Americon Dog Tick
and continues to be released from hair follicles onto the skin and coat, resulting ’
\ in long-lasting activity against fleas, ticks and chewing lice. @
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LOT NO:

F L]

FRONT LINE PLUS FOR £OGS provides fast ef'fectlwa (s:ll'!d convenlent tr:dann?:? 2111& ccg;t;oi :;;Ieus
weeks or okder and up s weighing
s g Joe o westr'ang ey kgl u ook
Directions For
HlsaviolnﬂonofFedeml Law to use this product inq mmmrlnmulmmmmitslabdinngsbonotollow
ﬂ:l roduct. TO PREVENT HARM TO YOU AND YOUR PET, LABEL AND
ENCLOSED I! CTIONS BEFORE EACH USE, FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
ngTEEa‘ENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON
To kill ﬂeqs all stoges of brown dog ticks, Americon dog ticks, Iom star ticks, and deer ticks (which
may corry Lyme disease), mosggnes m puppies (B weeks or older) as follows:
Remove opElcator from chil reslstont pa aﬁpl utor upflght and snop opplicator tip
ce and body. Place applicator tip throuqh animal’s hair to the skin level n the
shou!der blades. Squeeze opplicator, appl?dnﬁ entire contents In a single spot to the animal’s skin.
Avoid suparficial appiication to the ani air. Only one applicator per treatment is needed.
FRONTLINE PLUS qlids in the control of sarcoptic mange infestotions. Multiple monthly treatments
are recommended for the elimination of mites.
FRONTLINE PLUS FOR DOGS can also be used for the treatment and control of flea, tick, chewing
lice and mosquitoes infestations on breeding, pregnant ond |actating bitches.
Frequency Of A&:llcutl n
Whe ONTLINE PLUS FOR DOGS completely breaks the flea life cycle and controls
tick and chewmg Iice infestations.
Research demonstrates that FRONTLINE PLUS kills adult fleas, flea eggs, and flea larvae for up to
three months. FRONTLINE PLUS also prevents development of all fieo stages for up to three months.
Although FRONTLINE PLUS can control fleas for up to three months, if there is a high risk of
reinfestation or If the pet has fleas which may couse flea ollergy dermotitis, a once monthly
application may be .
FRONTLINE PLUS kills ticks for ot least one month. A once monthly application is recommended
where tick control Is needed.
ERONTLINE PLUS kills chewing lice for at leost one mosith, A once monthly appiication is
recommended where c| i“ﬂ lice control is needed.

for dogs

With o monthiy uﬁpilouﬂon ONTLINE PLUS kills mosquitoes within 24 hours for up to 7 days, and
within 48 hours for up to 28 days. EPA Reg. No, 65331-5
Merial Limited . &5

EPA Est, 65331-FR-2
{EPA Est. 65331.DEU-1}
(EPA Est. 65331-GA-1)
{EPA Est, XXXXXXXX-X )

3239 Satellite Bivd.

Duluth, GA 30096-4640, USA MADE IN FRANCE
@®FRONTLINE Is o registered trademark of Merial.

2003 Merial, Al rights reserved

tick, lice and mosquito
contral or FRONTLINE
PLUS.
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FRONTLINE®
ta

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

fipronil: ........c.. . . e, 9.8%
)-methogrerle ..................... 8.8%
INERT iINGREDIENTS . ............. 81.4%
1 - Y 100.0%

KEEP OUT OF REACH OF CHILDRE
CAUTION

FRONTLINE* PLUS FOR DOGS provides fast, effective
ond convenient ireatment and control of flegs, ticks,
chewing lice and mosquitoes for dogs and puppies.
+ Stops and prevents infestations
* Kills aduit tleas, flea eggs, and flea larvae
* Prevents alf flea stages ?;ggs, larvae, pupae)

from developing
* Kills fleas which may cause flec allergy dermatitis
Kills all 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

* Aids in control of sarcoptic mange Infestations

* Canalsobe used on ing, pregnant and lactating bitches
* Fast-acting

+ Long-lasting

* Waterproof

Convenient to use

FRONTLINE®* PLUS FOR DOGS contains fipronil and the
insect growth regulator ({GR) (S}-methoprene. FRONTLINE®
PLUS effectively targets alf stages of fleas. Fipronil collects ire
the oils of the skin and hair Tollicles, and continues to be
released from hair follicles onto the skin and coat, resufting
in long-lasting activity against fleas, ticks and chewing lice.
DIRECTIONS FOR USE
It is a viclation of Federal Law to use this product in a manner
inconsistent with its labeling. Do not allow children to aggr
Broduct. TO PREVENT HARM TOQ YOU AND YOUR PET,
EAD 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 stor ticix, deer ticks (which may carry Lyme
disease), chewing lice and mosquitoes, appKr to dogs or
puppies (B weeks or older) as follows:
Remove applicator from child-resistant package. Hold
applicator upright ond snop q;xh‘catcr tip away from face
and bodly. Place applicator tip through animol’s hair to the
skin leve! between the shoulder blodes. Squeeze applicator,
agpiying entire contents in a single spot to the animal’s
skin. Avoid superficial application to the animal’s hair.
Only one applicator per treatment is needed.
FRONTLINE® PLUS aids in the control of sarcoptic mange
infestations. Multiple monthly treatments are recommended
for the ellmination of mites.
FRONTLINE® PLUS FOR DOGS can alsc be used for the
treatment and control of flea, tick, chewing lice and mosquito
infestations on breeding, pregnant ond lactating bitches.

IAHRRAN
|
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FREQUENCY OF APPLICATION

When used monthly, FRONTLINE® PLUS FOR DOGS

completely breaks the flea Iife cydde and controls tick and
chewing lice infestations. Research demonstrates that
FRONTLINE®PLUS kiils adult fleas, flea eggs, and flea lar-
vae for up to three months, FRONTLINE® PLUS also pre-
vents development of all flea stoges for up to three
months. Although FRONTLINE®* PLUS can control fleas for
up ta three months, if there is a high risk of reinfestation
or if the pet has fleas which may cause flea alle;%y
dermatitis, a once monthly application may be needed.
FRONTLINE® PLUS ills ticks for at Jeast one month. A
once monthly application Is recornmended where tick
control Is needed. FRONTLINE® PLUS kills chewing lice
for at lecst one month. A once monthly applicetion is
recommended where chewing lice control Is needed. With
a monthly application, FRONTLINE® PLUS kilis mosquitces
within 24 hours for up to 7 days, ond within 48 hours for
up to 28 days. FRONTUNE® PLUS FOR DOGS remains

ective even after bathing, woter 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
onty, out of reach of children and animals.

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

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

FIRST AID

Have the product contginer or label with you when calfing o
isaon control center or doctor, or going for treatment.

PI?SWALI.OW!D: Call a poison control center or doctor

immediately for treatment advice. Have person sip a glass 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

clnw{thln meuth to an unconscious person.

IFIN : 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 i irrtation persists.

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS. CAUTION,

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

HAZARDS TO DOMESTIC ANIMALS.

For extemngl use only, Do not use on puppies under
8 weeks of age. Individuai sensitivities, while rare, may
occur after using any pesticide product. Pets may
experience some ternporary irritation at the site of product
application. if signs persist, or more severe within o few
days of application, consult a veterinarian immed I
your pet has an unusudl reaction to the inftiol on,
consult a veterinadan before repeating treatment. Cerfain
medicotions can irteract with pesticides. Consult a veterinarian
before using on medicated, debilitated or aged animals.
Call 1-8 1842 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS Y
COMBUSTIBLE: Do not use or store near heat or opmﬁnr‘m.

HOW SUPPLIED T

For easy and convenient treatment, FRONTLINE*PLLS FOR
DOGS is available in sizes for small dogs ond pupgies
8 weeks or older and up to 22 Ibs, ediyrp dogs 234ﬂbs.,
large dogs 45-88 Ibs., and exira |arge doge 89—|3g Lbs. R
T o ety orestdi3h i, st

ler makes no worranty, ied,
the use of this product other than ﬁkngtp‘ed on theslabal,

Buyer assumes all risk of use an ng of thi ol
when such use and handling are o%m;uh bed Irgtﬁgs:'\s.

EPA Reg. No. 65331.5 seoes

Maerial Limited
3239 Satellite Blvd.
Duluth, GA 30096-4640, USA

®FRONTLINE is a registered trademark of Meriol. :
©2003 Merial. All rights reserved.
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DOGS compliani:e card x3 -Froni k

1, Tick, Chewing Lice and for do ogs
ita Protoction Card” #
PR PLLE PR DOGY srgunthle v ‘!
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Phace stickers on colendar as o remvinder 1o opply FRONTUNE®PLUS FOR DOGS.  §

SFRONTLINE s » mpishivsd tecaluman of dilariol €003 Merial Al righy smrvpd.
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DOGS compliance card x3 - Back

Remove the adhesive backing and attach to your refrigerator door

Mosquits Protection Card
it fstructions for Use

~thwe front of this cond will

Eall T

V= Wiike the date of your |
'::lllmmmhﬂu :
hoxshown, ke, ol
2= Aldtwr tracting your pet, pesd
. off the sticker comesponding
. 1o the currant month, i
* &~ Moo the mevaining sickers
.. o your cabundor 0 o reminder
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The ritk continues. Meas and ticks (brown dog ticks, -
American dog ticks, Jone stor ticks, and deer tidks which .
may corry Lyme disease) remoln o threot. —_—
(Prototype Graphics)
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for dogs
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DOGS compliance card x6 - Back

Remove the adhasive backing and attach to your refrigerator door

Floaw Ticke Chowieg Lo oo Mosgeetaes e oo veor sl prafidsm!

Feas and ticks breed more
frequently as spring progresses.

The risk continues. Meos and ticks (brewn dog ticks,
Amatican dog ticks, lone stur ticky, and desr ticks which
may carry Lyme disswse} remoin o threat.

7T XXXX XX

{Prototype Graphics)
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TO REMOYE APPLICATOR: TO REMOVE APPLICATOR: TO REMOYE APPLICATOR:
Use scizsars. Or it ond ;"'I:nv‘ tse h’tk r Lut' it and re l uu;:#:;:-ﬁ%m.ﬂ;:lim
lestle tab ¥ wil plastic tab to anpozs ipuie
Pl N‘u: p::l-;:::: then peel dﬂm. ' ! then peal down,
Dog 22 Deg 22 I Deg22
D.023 fl oz’ 0.023 | oz 0.023 flox
Lot # Lot # | Lot# -

i
|
|
Zs
I
|
|
|

=

——
TO REMOVWE APPMICAIOR: *

Use 1cizsors. A0y [ift dnd

ploslu: 1ol fo exphre

han pgahdown,

Dog 88
0.07} fl ox
Lot #

.Oilpﬁlzgs.: ﬂ?’l'!"n
e T Ak ol dewn,

S

Dog 88
0.091 Aoz
i . Lot #

TO REMCYE APPLICATOR;

Uu'luhl;l..bﬂrlﬂ-dmﬂ
Gstis b to wpsze
then pas! down,,

Deg 44
0,045 Ml a2
Los# °

TO REMOYE AFPLICATOR:
Usu sclssors. Or Bt ond remove
plattlc tob 1w exposs foll,
then pael dewn,

Dag 44
0.045 fi oz
Lot #

|

|

l .

!
2

l
I
|
I

i

TO REMOYE APPLICATOR:
Uss scisrorz, Or 5f and remeve
plastle tob to axpase Fail,
Ihen paxl down.

Dag 44
0.045 fl oz
Lot #

s

Y

Utlllhm.ﬂrﬂl.ﬂm

Mﬂhw £ i

then poct dow. HL ~.| then pes! down
|
I

TO REMOVE APPLICATOR;
Use scixsars, Or #it and remoye
plastic tob te nvpou fall,

Dag 132
0.135 ff oz
Lot #

I
I
|
|

TQ REMOYE APFLICATOR;
Uae aciszors, Or lift and Temaove
plastic tab 19 expoze foil,
then peal down.

0.13& §l oz

|
|
l Dog 132
[ Lot #
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0.045 fl oz
. N
Zh

FOR DOGS 23-44 lby.

EPA Reg. No. 653315

IPA Reg. Mo, 653315

JE:

MERIAL
0.136 fl ox

o

FOR DOGS #9-132 4.
Kanp out of neach of children

Sea full lsbal for
additions! irmctions

CAUTION
EPA Reg. No. 65331.5
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