
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Timothy A. Dotson 
Merial 
3239 Satellite Blvd. 
Duluth, GA 30096 

Dear Mr. Dotson: 

WASHINGTON. D.C. 20460 

OCT 23 2003 

Subject: Frontline Top Spot for Dogs 
EPA Reg. No. 65331-3 
Submission dated 7123/03 

OFFICE OF 
PREIIENTlON. PES11CIDES AND 

TOXIC SUBSTANCES 

The labeling referred to above, submitted in connection with registration under tQ.e Federal 
Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable subject to the comments 
listed below. One copy of the finished labeling must be submitted prior to releasing the product 
for shipment. 

Delete references to mosquito "infestations" on dogs. Mosquitoes do not infest dogs as do 
fleas, ticks, and chewing lice. 

Delete the reference to "unique mode of action" is this is a comparative claim. 

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

Sincerely, 

~~A 
Linda Arrington 
Acting Product Manager 10 
Insecticide Branch 
Registration Division (7505C) 

Inlemel Address (URL)' htlp"JIwww'.epa.gov 
RocyclodlRocyeloblo • PrInted with Vegetable 011_ Inleo on "-Chloftne F_ RocycIod "-(Minimum 110% P ___ cc ...... , 
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Kills fleas" ticks, 
& mosqUItoes 
• Convenient spot treatment for n:JS1[,""" 

long-Iosting control of fleos, 
chewing lice 

• Kills mosquitoes 
• Waterproof 
For Dogs & Puppilts 8 weeIcs or 
older tIIId up to 22 Ibs_ 
For Dogs 23-44 Ibs. 
For Dogs 45-88 Ibs. 
For Dogs 89-' 32 Ibs. 
ACTIVE INGREDIENTS 

~R1iNGRE6iEN'fs ""':9g:~~ 
TOTAL.. .. ....... 100.0% 

A r.()~P tEJ.12, 
to-tW-

OCT 23 2003 

L::.(~· \. t,~;· ", ':," 1 .:." :-::::'Jt:.cldo) 
:r.~'.Lt!_-:!~_',~'~. .. ',1 Lc:.' ;;:!I.it1idil Ad., 
as e.me:r.c:~,'J. to:.' the pesticide 
l'egi&teraci under 
IlPl, I\e£ No. (,633 \ - 3 
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How to Apply 

+ 

1. 1b Ramo.. "'pRcDlor from ChIcI-RetI IGi.' PocIcage 
U.e Icillon. Or 11ft and remov. plastic tab to expos. 
foil, then peel down. 

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

3. To Apply I'fIOHTUHr 
Place applicator tip through animal's hair to tho sldn 
1 ... 1 ""'-en the shoulder blades. Sq ...... applicator. 
applying entire contents In a Iingi. .pot to the 
animal' •• ldn. 

Questions or Comm ... tt? 
Call: 1·800·660·1842 
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FRONTLIHEe 

t~!]~~--" 
Top Spote For Dogs 89-132Ibs. 

lor dogs Aiih 
FRONTLINE p,ovide. convenient and effective flea, ffck, chewing lice ~~ 
and mosquito control for (dogs and puppies 8 weeks or older and up 
to 22 lb •. , dog. weighing 23-44 lb •. , dog. weighing 45-88 Ibs., dog. ~ 
weighing 89-132 lb •. ). Ill!!' 
""st-octing and fong-kutlng -.. Dog TIck _",. ,01.,._ 
eo.. ... n;.nt to UI. iIl\ 
1CI11. n-'r .....",.., adult "- ........ ...,.,." _ Ill!!' 
Controls II ... .,'lch """ .. lIN ".. ~ de""a_ laM Sta, nok 
ICIH. all stag •• 01 6rown rIag tic", __ rIag tIcb, lone liar • 
tic .. and dH' tIcb (which""" .."., Lyme _I 
1Cl1I. ~uito •• 
/lgpldly oIImi_ 1_ with cItewIna //co o-Tick 
AJJ. in control 0' ~ ma".. jirfutatiOm: 
Can DI_ h. u • .,] on fnoeed/n,. pre"..", and IadcrtIng 6JtcItes lib _.,proof Ill!!' 
FRONTLINE contains the active ingredient fipronil which has a unique AmerIcan Dog TIck 
mode of action that effectively targets fleas, ticks. chewing lice and (l) 
mosquitoes. Fipronll collects in the oils of the skin and hair follides, . 
and continues to be released from hotr'!ollicles onto the skin and coot, 

in long-lasting activity. ChewIng Uce 
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FRONTLINE" 
Top Spot" 

foidogs 
FRONTLINE TOP SPOT FOR DOGS provides convenient and effective flea, tick, chewing lice and 
mosquito control for (dogs end puppies 8 weeks or older and up to 22lbs., dogs weighing 2)...44 Ibs., dogs 
weighing 45-88 Ibs., dogs weighing 89.132 Ibs.), 

Directions For Use 
It is a violation of Federal Low to use this product in a manner inconsistent wfth Its labeli~ Do not allow 
mid"", I<> oool! oroduct. TO PREVENT HARM TO YOU AND YOUR PET, READ ENTIRE LABEL AND 
ENCLOSED DIREcnONS BEFORE EACH USE. FOLLOW ALL DlREcnONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON 
OTHER ANIMALS. 
To ~1I1Ieos, on """"' of brown dog ticb, AmerIca. dog ticb, lone __ ond __ (which moy 
cony I.jme disease), chew;ng lice and .-qu"", oooItl<> dogs and puppies (e weeks '" oIde<) os follows, 
Hold owl/cator upright and snap applicator tJp away from face and body. Place applicator tip through 
animal's hair to the skin level between the shoulder blades. Squeeze applicator, applying entire 
contents In 0 single spot to the onimo/'s skin. Avoid 5UperfidoI application to the animal's hair. Only 
one applicator per treatment is needed. 
FRONTUNE oIds in the control d sorcoptic mange Infestations. Multiple monthly treatments are recom
mended for the elimination of mites. 
FRONTUNE TOP SPOT FOR DOGS can also be used for the treatment and control of flea, tick, 
chewing lice and mosquito Infestations on breeding, pregnant and Iodating bftches. 
Frequency Of Application 
When used monthly, FRONTLINE TOP SPOT FOR DOGS CbrnDkttIl!fy controls fleo, tick and chewing 
lice Infestations. Research demonstrates that FRONTUNE kllrs odutt fleas for up to three months. 
Althoug. FRONTLINE con control fleos for up to three months,lf there Is a hlg, risk of reinfestotion 
or if the pet has fleas which may couse flea aUergy dermatitis, 0 once monthly appliootlon may be needed. 
FRONTLINE kills ticks for at least one month. A once monthly appllcotlon is recommended where 
tick control 15 needed. 
FRONTLINE kills chewing lice for at least one month. A once 'monthly- appllcotlon Is recommended 
where chewln,9 lice control Is needed, 
With a monthly application, FRONTLINE kills mOSQuitoes within 24 hours for up to 7 days, ond within 
48 hours for up to 28 days. 
Meriel Limited EPA Reg. No. 65331·3 
3239 Sotellite BNd. EPA Est. 65331·FR·2 
Duluth, GA 30096·4640, USA MADE IN FRANCE (EPA Est. 65331·DEU·I) 
®FRONTLINE and TOP SPOT are registered trodemarks of Merial. (EPA Est. 65331.GA-1) 
Cl2003 Marial. All rights reserved. (EPA Est. XXXXX-XXX-X) 

Please coil OUl" eJq)ert$ 
ot 1-800-660-1842 If 
'IOU na.e en;- qJIItIons or 
amrnenIIobout flea. tick, 
.. """ " .... *""n."'~ FRCJ'II'Tl.N 1'OP SFOT. 
If you have purchased 
ttlls product from 0 
veterinary clinic and 
ore not satisfied with its 
performance 0$ per the 
label, MIriaI may pmvide 
IWPkIcemetYt product or 
,.Jund of the purchose 
price. Please calt Meriol 
for detail •. 
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FRONT 

FRONTLINE
e 

Top Spote 
for dogs 

FOR DOGS & PUPPIES 8 weeks or older 
Convenient spot treatment for foot-acting, 
lang-lasting contral of fleas, ticks and chewing lice. 
FROIntIHr 0110 kills mosquito ... 

ACTIVE INGREDIENT 
flpronil • . • . • • • • • • . • • . . . . . • . . . . • •. 9.7% 
INERT INGREDIENTS. . . . • • • . . . • • .. 90.3% 
TOTAL. • . • • • • • . • . • . . . • • • . . . • •. 100.0% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
FRONTUN~ provides convenient and effective flea, tick, 
chewing lice and mosquito control for dogs and puppies. 
• Fost-acting and long-lasting 
• Prevents reinfestafion 
• Convenient to use 

Kills newly emerged adult fleas before they lay eggs 
Controls lleas which may cause flea anergy dermatitis 
Kills all stages of brown dog ticks, American dog ticks, 
lane ""rticks, and d_tioo (which maycany 4-me disease) 
Kills mosquitoes 
Rapidly eliminates infestations with chewing lice 

• Aids in control of sorcoptlc mange infestations 
• Con also be used on breeding, pregnant and Iodating bitches 
• Waterproof 

FRONTUNE' contains the aelMo ingredient fiproni which has 
a unique mode of action that effectively targets fleas, ticks, 
chewing lice and mosquitoes. Rpronil collects in the oils of the 
skin and hair foIlides, and continues to be released from hair 
foIlides onto the skin and coat, resulting in Ion~osting oc.tMty. 

DIREcnONS FOR USE 
It is a violation of Federal Low 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 lABELAND DfREcnoNS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO 
NOT USE ON RABBITS. DO NOT USE ON OTHERANIMAlS. 
To kill fleas, all stages of brown dog ticks, American dog 
ticks, lone star ticks, and d"r 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 through animal's hair to the 
skin level between the shoulder blades. Squeeze applicator, 
applying entire contents in a single spot to the animafis 
sldn. Avoid superficial application to the animal's hair. Only 
one applicator per treatment is needed. 
FRONTUNP aids in the control of sarcoptic mange 
infestations. Muftfple monthly treatments are recommended 
for the elimination of mites. 
FRONrUNE' TOP SPC1r FOR DOGS can alsa be used for the 
treatment and control of flea, tick. d1ewing lice and mosquito 
Infestations on breeding, pregnant and lactating bitches. 
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FREQUENCY OF APPLICATION 
When used monthly, FRONrUNE"TOP SPOT FOR DOGS 
complotely control. flea, tick and chewing lice infestations. 
Research demonsbutes that FRONTUNE" kill. adu~ Ileas 
for up to three months. Although FRONTUNP can 
control fleas for up to three months, if there 15 a high risk 
of relnfestation or If the pet has fleas which may couse 
flea alle~ dermatitis, a once monthly appllcatfo~ :~ be 
needed. FRONrUNE" kills ffoo lar at least ane . A 
once monthlv application Is reccmmended where tick control 
Is needed. f!RONTUNPkJlls chewing lice for at least one 
month. A once monthly application is recommended 
where chewf'!g lice control Is needed. With a monthly 
appllcatioin FRONrUNE" kills masqultoes within 24 hours 
lor up to days, and within 48 hours for up ta 28 days. 
FRONTUNE- remains effective even after bathing, water 
Immersion, or t!KpOSure to sunlight. Avoid contact with 
treated area until dry. Da nat reapply FRONTUNE· lor 
30 days. 
STORAGE AND DISPOSAL 
Do nat aao~c ....... ..:deI; load, or'-l by stcroge and disposal. 
STORAGE. Store unused product in original container 
onlY. out of reach of children and animals. 
PESTICIDE DISPOSAL. If jJOrdv filled: Call your locol 
solid waste agency or 1 ~800-CLEANUP for disposal 
Instructions. Never place unused product down any Indoor 
or outdoor drain. 
CONTAINER DISPOSAL If .... pty: Do nat reuse this 
container. Place In trash or offer for recyding If available. 
FIRST AID 
Have the product container or label with you when calling a 
poison CCII'1trot center or doctor or going for treatment. 
IF SWALLOWED: Call a polson control center or doctor 
Immediately fur _,".'" acMce. H<MI pe<san ~p a glass of 
water W abl. to swallow. Do nat Induce """itlng unless told to 
do so by a polsan control center or doctor. Do not give 
anvthl"g by mouth to an unconscious person. 
IF IN EYES: Hold eye open and rinse slowly and gently with 
water for 15-20 minutes. Remove contoct lenses, W present, 
after the fll>! 5 minutes, then continue rinsing eye. Call a 
oaIsan control center or doctor for treatment advice. 
IF ON SKIN: Wash with plenty of soap and water. Get 
medical atI1!ntian WI_an penists. 
PRICAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION. 
Harmful If swallowed. Causes eye irritation. Avoid contact 
wfth sldn, ayes or clothing. Wash thoroughly with soop and 
water after handling. 
HAZARDS TO DOMESTlC ANIMALS. 
For external use only. Do not use on puppres under 8 weeks 
of age. Individual sensltfvfties, while rare, may occur after 
using any pesticide product. Pots may experience .ome 
temporary Irritation at the site of product application. If 
signs persist, or become more severe wfthln a few days of 
application, ccnsu~ a veterinarian Immediately. If your pet 
has on unusual reaction to the Initial allPllcotlon, consult a 
veterinarian before repeatfng treatment.' Certa'n medications 
con Interact with pesttddas. Consult a veterinarian before 
using on medicated.!.. debilitated or aged animals. Call 
1.8O().66(). I 842 for ~4-hour assistance. 
PHYSICAL OR CHEMICAL IfAZARDS 
FLAMMABLE: Keep away from '- and open flame. 
HOWSUPPUED 
For easy and """"",lent II oatil 1OnI, FRONTUNE" rr;t.>':'POT 
FOR DOGS Is <MIliabie In sizes for small dogs anCl~ 11><0'85 
8 -'" or alder and up to 22 Ibs., medium dogs bs., 
large dogs ~8 Ibs., and ednl la'lle dogs 89-13 .•• 
WARRANTY •• 
Seller makes no wonanly, ~ btiPrtllled, cancetfilng 
the use of this product Other thOA Indlaied on the label. 
Buyer assumes all risk of use and"IuUI~ljnll of thio!met.gdl 
when such use and handling are c:cinliWry TcilabellnSlru,:tl'ans. •• • ••• 
EPA Reg. No. 65331~3 ••••• ..:. 

Merlal Umltecl 
3239 Satelille Blvd. 
Duluth, GA 30096-4640, USA 

eFRONTLINE ond TOP SPOT are 
registered trademarks of Meriel. 
02003 Meriel. All rights reserved. 
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DOGS compliance card x3 - Front 
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DOGS compliance card x3 - Back 

110 ..... tho ad ...... bacIdrtt """ -.. 10 .,.." ,ofi ... oto, doo. 
-+--======= 

Spring --..... tmd ticb IbNt til ... mctN 

".,leIdy 01 .... "."...... 

Winter -n.rilA:itrtJlltMN. 
WIdt .. cold WMtINr, .... 

ClIft ....., In ,..". wrrmt Itomt. 

Autumn -.-"... ,.".hal tI It from """....,.,.,.tIIt ... ond .._01 ........... _ .. _.'-_ ......wI __ r"""" _""" Irmo _I. 

(Prototype Graphics) 

f I ' , 

• .. .... , ~ , 
• .. tit ... 

"<" , 

.,(, . 
" , • 

" , 
" • • • .. . .. " . • •• II' 

• 
• ••• • • •••• 
• • • •• ... .. 



DOGS compliance card x6 - Front 
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DOGS compliance card x6 - Back 
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