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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

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

Dear Mr. Dotson: 

OCT 24 m 

Subject: Frontline Top Spot for Dogs 
EPA Reg. No. 65331,.35 
Submission dated 7123/03 

OFFICE OF 
PREVENTION. PESnCIDES AND 

TOXIC SUBSTANCES 

The labeling referred to above, submitted in connection with registration under tlte Federal 
Insecticide, Fungicide, and Rodenticide 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 priOl', to 'releasing the product for shipment.lf 
you have questions, please call Ann Sibold at 703 305-6502. 

Sincerely, _ 

rt.- >do ~.jJ,; 
Linda Arrington 
Acting Product Manager 10 
Insecticide Branch 
Registration Division (7505C) 

Internet Address (URL). http://www.epa.gov 
ReeycledlRecyc .. ble .Prlnted with Vegetable OII8ued Inks on Proceu Chlorlne'NII Recycled Paper (Mklknum 10% Poetconaumer content) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OCT 29 2003 

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 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

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. 

~~ 
~ / A--L. Linda Arrington r -Acting Product Manager 10 

Insecticide Branch 
Registration Division (7505C) 

Internet Address (URL). http://www.epa.gov 
ReeycledlRecyclable • Printed wtth Veg ... ble 011 Baud Inks on Procaa Chkmne Free Recycled P.per (Minimum 80% Poatconeumer content) 



ACCEPTED 
wilh COMMENTS 

In EPA LeUl'lr Dated, 
OCT 24 2003 

Kills fleas, flea eggs, ticks, chewing lice 
& mosquitoes 
• Fast-<lding 
• Kills ticks including those that 

may tronsmit Lyme diseose 

• Waterproof 
For Dogs & Puppies 8 weeIcs 01' 
ami up to 22 Ibs. 
For Dogs 23·44 lb •• 
For Dogs 45-88 lb •• 
For Dog. 89· 732 lb •• 
ACTIVE INGREDIENTS 

r~~Wm;~~f~::::::::.ij;:~~ 
TOTAL •........................... JOO.O% 

KEEP OUT OF 
~6~HILDREN 
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( How to Apply 

+ 

( 

1. Remove Applicator from Child·Re.lstont Package 
Us. scissors. Or Uft 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 FROHTLtHE" PLUS FOR DOGS 
Placo applicator tip through animal', hair to the ,kin 
levof between the .houlder blade •. Squeeze applicator. 
applying entire contents in a single spot to the 
animal's sldn. 

Questions or Comments? 
CaU: 1·800·660·1842 
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II FROHTIJ~~fordogs ~. 
I ~ • 

/ FRONruNE PLUS FOR DOGS provides last, effectM! and _lent Rea eo.. 
.-I treatment and control of fleas, ticks, chewing lice and mosquitoes for IlR\ 

(dogs and puppies 8 weeks or older and up to 22Ibs., dogs weighing 'C!' 
23-44 lb •. , dog. weighing 45-88 lb •. , dog. weighing 89-132 lb •. ) Rea Lanoo 

Stop. .mll p,...m.lnfe-..... ~ 
KlU. adult floGs, Ilea _ & Ilea -. ~ 
Prevents all II ...... (.".., 1orYae, ....-J ".,., "" •• Iop/ll, Flea Pupae 
KIll. 11_ which mar .. u .. Ilea an.,,;, ""<I/IfiJ 
KIll. all IMp. 0# doe, ticIcr (wItIc. mar .." """' .n.-.j, iRI 
brown dog tic,.., American dog tIcb & ,.". _ tIcb '1!!7 
KIll. lIIOIquitoo. _ Dog TId< 
_ntland •• ntro&__ • 
ItGpldly oIlmI_lnfoItation. witIt ....."", I/ce 
AJd. In control., .arcoptlc......,. Infestation. 
C<rn al .. h. u.od an Iuoodillfl, ,.,..,...... and '--1IfI WtcIte. Lone Sow TId< 
IllIt-GCti1lfl • 
Lon,-hlltillfl ---, Comenlent to us. 0- T\c:k 

FRONruNE PLUS FOR DOGS ccn\Q1'" flpronil and the Insect growth iRI 
\ regulator (IGR) (S~methoprene. FRONruNE PLUS efIwcIIWIIy targets all '1!!7 

\ stages of fleas. Apronil collects in the oils of the sldn and hair foIlldes, ArMrIcon Dog TIck 

\ 

and coo1inues to be released from ha .. fdIIdes onto the skin and coat, I1IIYItIng ~ 
in long-lasting activity against fleas, tk:ks and chewing lice. '8J 
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To kill fleas, all stages of brown dog ticks, AmerIcan dog ticks, lone star ticks, and deer ticks (which 
may""", Lyme disease), _lice and ~,""""to doas "'_ (8 ...... ",older) '" follows, 
Remove applicator from chllcf.reslstont package. HOld oDDlK:otor upright and snap oDDlicater tip 
away from fuca and body. Ploce applicator tip through arimol's hair to the skin level between the 
shoulder blades. Squeeze applicator, applying entire contents In a single spot to the onlmal's skin. 
Avoid superficial application to the onlmol's hair. Only one applicator pel" treatment is needed. 
FRONTLINE PLUS aids in the control of sorcoptlc monge Infestations. Multiple monthly treatments 
are recommended for the elimination of mites. 
FRONTLINE PLUS FOR DOGS con olso be used for the treatment and control of flea, tick, chewing 
lice and mosquitoes Infestations on breeding, pregnant and lactating bitches. 
Frequency Of Application 
When used monthly, FRONTLINE PLUS FOR DOGS completely breaks the flea life cycle and controls 
tick and chewing lice 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 flea stages for up to three months. 
Although FRONTLINE PLUS can control fleas for up to thF8e months, If there is a high rIsk of 
reinfestotion or If the pet has fleas which may couse flea allergy dermatitis, a once monthly 
application may be needed. 
FRONTLINE PLUS kills ticks for at least one month. A once mQnthfy application is recommended 
where tick control Is needed. 
FRONTLINE PLUS kills chewIng lice for at least one mOt'Ifh. A once monthly application is 
recommended where chewl'!9 Ifce control Is needed. 
With a monthly applfcotlon, FRONTLINE PLUS kills mosquitoes within 24 hours for up to 7 days, and 
with!n 48 hours for up to 28 days. EPA R . No. 65331-5 
-~~ E·~E I 3239 Satellite Blvd. r'A st. 6533 -FR-2 
Duluth, GA 30096-4640, USA MADE IN FRANCE Est. 65331-DEU-I) 

of Merial. Est. 65331·GA-I 

Please coM 0...,. eo:perts at 
1-800-660·1$42 if )QJ 
nave ony questions or 
comments obout flea, 
tick. lice and moJqUlto 
mntrol or FRONTUNE 
pws. 
1f)oOO heM! ptxchosed thI$ 
pro1K:t from a \08Ia'Inary 
dink and CIIV not IOtI:sfted 
with ill per1ormonce 0$ 

per the Ia~~:-= moy..-
product or refund of the 
purchase price. Please 
coli Meriel for details. 
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FRONT 

FOR DOGS & PUPPIES 8 w .. ks o. olde. 
Convenient lpot treatment for fait-acting, 
lang-lasting control of flea., ticks and chewing II ... 
FROHTUHE' ,.WS also 1eI111 mosquitoes. 

ACTIVE INGREDIENTS 
fipronll: .••••••..•.••....•••....• 9.8% 
(S)-methol'rene ..................... 8.B% 
INERT INGREDIENTS. . . . . . . . . . . . .. 81.4% 
TOTAL............. .........•. 100.0% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
FRONTLINE' PLUS FOR DOGS provides last, effective 
and convenient treatment and control of fleas, ticks, 
chewing lice and mosquitoes for dogs and puppies. 
• Stops and prevents infestations 
• Kills adult fleas, flea eggs, and flea larvae 
• Prevents 01/ flea stages (eggs. larvae, pupae) 

from developing 
• Kills fleas which may couse flea allergy dermatitis 
• Kills all stages of deer ticks (which may carry Lyme diseose), 

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 s~~c mange Infestations 
• Can also be used on lng, pregnant and lactating bitd'les 
• Fcst-acting 
• Long-lasting 
• Waterproof 
• Convenient to use 
FRONTLINE' PLUS FOR DOGS contains fipronil and the 
insect g.owth regulator (IGR) (S)-methoprene. FRONTLINE" 
PLUS effectively targets all stages of fleas. Rpronil collects in 
the oils of the skin and hair foIlldes{ .ond continues to be 
released from heir follicles onto the Skin ond coat, resulting 
In long-lasting actfvfty against fleas, ticks and chewing lice. 
DIRECTIONS FOR USE 
It is 0 violation of Fedeml 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 ptr; 
READ ENTIRE lABEL AND DlREcnONS 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 ..... ticks (which may carry Lyme 
disease), chewing lice and mosquitoes, apply to dogs or 
puppies (B weei<s or older) as follows: 
Remoye 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 
sldn level between the shoulder blades. Squeeze applicator, 
applying entire contents in a single spot to the animal's 
sldn. Avoid superficial application to the animal's hair. 
Only one applicator per treatment is needed. 
FRONTLlNE* PLUS aids In the control of sarcoptlc mange 
infestations. 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 mosquito 
jnfestations on breeding, pregnant and lactating bitches. 

BACK 

FREQUENCY OF APPUCATION 
When used monthly, FRONTLINE" PLUS FOR DOGS 
oompletely breaks the flea life cycle and controls tick and 
chewing lice Infestations. Research demonstrates that 
FRONTLINE" PLUS kills adult fleas, fl80 eggs, and flea lar­
vae for up to three months, FRONTUNE- PLUS also pre­
vents devetopment of all flea stages for up to three 
month •. Although FRONTLINE" PLUS con control fleas for 
up to three months, ~ there Is a high risk of relnf_on 
or If the pet has fleas which may cause fleo allergy 
dermatitis, a once monthly application moy be needed. 
FRONTLINE" PLUS kill. ticks for at l80st one month. A 
once monthty application's recommended where tick 
control I. needed. FRONTLINE" PLUS kills chewing lice 
for at least one month. A once monthly application is 
recommended where chewing lice control Is needed. With 
a monthlv application, FRONTLINE" PLUS kills mosquitoes 
wHhln 24 hours for uP.!O 7 days, and within 48 hours for 
u~ to 2B days. FRONTLINE" PLUS FOR DOGS remains 
effective even after bathing, water immersion, or exposure 
to sunlight. Avoid contact with treated area until dry. Do 
nat reapply FRONTLINE" PLUS for 30 days. 
STORAGE AND DISPOSAL 
Do not oontaninate ...neo; food, orfeed by storage and disposal. 
STORAGE. Store unused product in original container 
only, out of reach of children and animals. 

PESTICIDE DISPOSAL If """ fll .... : Call your locol 
solid woste agency or 1~800..c:LEANUP for disposal 
Instructions. Never place unused product down any indoor 
or outdoor drain. 
CONTAINEfi DISPOSAL If .npty: Do nat reus. this 
container. Place in trash or offer for recycling if available. 
PlRSTAID 
Have the product container or lobel with you when coiling a 
~Ison control center or doctor, or going for treatment. 
IF SWALLOWED: Coil a poison control center or dactor 
Immediately for -.nt advice. Have person sip a glass of 
water ~ able to swallow. Do not Induce \<Omltlng unless told to 
do so by Q polson control center or doctor. 00 not give 
anything by mouth to an unconscious penor'!. 
IF IN EYES: Rush eyes with plenty of wale, Coli a doctor ff 
Irritation persists. 
IF ON SKIN: Wash with plenty of soap and wale, Get 
medical attention if irritation persists. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION. 
Harmful ~ swallowed. Couses eye irritation. Avoid contoe! 
with skin, eyes or dothlng. Wash thoroughly with soap and 
water after hand~n.9. 
HAZARDS TO DOMESTIC ANIMALS. 
For external use only. 00 not use on puppies under 
8 weeks of age. Individual sensitivities. while rare, may 
occur after using any pesticide product. Pets may 
experience some tempon:lry irritation at the site of product 
application. ff signs petsIst. or become more _within a few 
days of application, consult a veterinarian Immediately. If 
your pet has an unusual reoc:tion to the Inltlol ~on, 
consuk a _norian before repeating -.nt. Ceotaln 
medications can IntertJd' with pestk:lda Consuft a veterinarian 
before usjng on medicated, debilitated or aged animals. 
Call 1-80Q-660..1842 for 24-haur assistance. 
PHYSICAL OR CHEMICAL HAZARDS •••• 
COMBU5nBLE: Do not use or store near heat or ~,ftp'l"" 
HOW SUPPUID . 
For easy and convenient treatment, FRON11.JIVE-c,:t6~~ 
oc:x;s is available In sizes for sm. all dogs a2'~.ff's 
8 weks or older and up to 22lbs, 1'O'dI~'I' ijags bs., 
large dogs 4~ Ibs., and """" large ~ogo B9-'132Ibs. • • ••• WARRANTY •• • 
Seller makes no warranty, expred\!IJ)f ft-CpIied, c&ncefn!ng 
the use of this product other than INUa:ited on th •• HI. 
Buyer assumes all risk of use an<t bW1flMng of thli D'tIterial 
when such use and handling are cantwJry t.labeilnStni:ilons. 
EPA Reg. No. 65331-5 ••••• • 
Mo.lal Umltod 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 
~FRONTlINE Is a registered trademark of Merial. 
Cl2003 Meriol. All rights reserved. 

~3 I· 



r 

,.,,1 

" >, 

DOGS complionce card xl ~.FrO;'t 

(Prototype Graphics) 

Month I Month 2 Month 3 

~~~ 
I __ ... _ •• ..-.. ....,,_I'IJISRIlIDOGS. i 

,. , r _ •• 

• •• • 0 

•••••• o 0 
00 

••••• o • 
••••• 

, c. • r 
o , .. 
o 

.0 0 
000 
o 00 

•••• o 
•••• 

o 

•••• o 0 

•••• 
o 0 

000 

•••• 



r 

( 

DOGS compliance card x3 - Back 
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(Prototype Graphics) 
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DOGS compliance card x6 - Back 
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TO REMOVE APPUCATOR: 
u~. sd:uan. 0, lift and '~mDY. 

ples-Ilc lab to "-pula fllti~ 
then p ... 1 dawn. 

TO REMOVE APPlICATOR: 
Use ,duo,.. Orl,.. 1Ift._, 

,lastlc I ..... ape" foil. 
,hlUl p.d tlawn. 

- TO REMOVE" API'I.JCATOIb 
U ••• du .... OrIlt .......... · 

pfad& ..... ...,..w. 
Ihon' ... ..... 

Dug 22 
D.D23 fl DE' 

LatH 

• • • • ••• • • • • 
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0.023 fl ... 
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I ~ ... 1 ... 

•• 
~: .-1 
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D.GUn .. .... , . 

. .: ·T{~l1 . --*. -TO R.EMO"'EAP'IIIICJII'OR: • TO RIMO'Yi~ .TORIMOYI~ 
U •• ldSiOtS''OI Dft .dfamgy.:°!J .Ch ....... UrIli........... 'I Un ....... ", .... ...... 

plallie loll n. PPi'.JDI~.. •• ..pIuIlc-t.It ........ hi, .............. .... 
lhen """"dow,.. -I' thy·,.... kwn. ........ ..... 

1 •• 
00,8. 
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Lut# 

Dog" 
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TO RlMOVE Arruc,uoll: 
lb. Iduon. at 1ft ond ,emo.,. 

ploilic ,_ •• apo •• fall, 
daMp.ald ..... , 
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TO REMoVE "'PUCA.TOR: 
V,. selnan:. Or tih ond '"'m"' .... 

plo,lIc: tab t. -.pan foil, 
1hen pul dawn. 

Dog 44 
0.045 fI 0:1 
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COO 
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"'._0. ... __ 1 
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TO RIMOVEAPPUC4ToR; 
U ••• cbI .... 0, 11ft l1li" ''''''''''' 

p1atk .... , • ...,. •• fan, 
TO REMOVE Al'PUCATOR: 
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