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United State. § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington. DC 20460 t/ Other 

Application for Pesticide - Section I 
1. Company!Product Numb,r 2. EPA Product Men.ger 3. Proposed Cla.sification 

65331-2 Mr. Marion Johnson [;I] None o Restricted 
4. Company/Product (Name) PM. 
Frontline Top Spot for Cats 3 

5. Name and Address of Applicant (Include ZIP Code' 6. Expedited Revelw. In accordance with FIFRA Section 3(c)(3) 

Merial Limited (blli), my product is similar or identical in composition and labeling 

3239 Satellite Blvd. to: 

Duluth, GA 30096 
EPA Reg. No. 

o Check if this is • new address Product Name 

Section - II 

0 Amendment - Explain below. 0 Final printed label. in rep.on •• to 
Agencv latte, dated 

0 R.submission in response to Agency lener datad 0 -Me Too· Application. NOTIFICATION 

[2] Notification - Explain below. 0 Ot.her - Explain below. 
JAN 2 7 Zom 

Explanation: Us. additional paoats) jf necessery. (For ,.ction I and Section 11.1 

NOTIFICATION Per PR·Notice 2001·6 (Disposal Statements) for changes to the Master Label. This notification is consistent with the guidance in PR Notice 
2001-6 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 product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. 
I further understand that if this notification Is not consistent with the guidance of PR-Notice 2001-6 and the requirements of 40 CFR 156.10 and 40 CFR 

.... 46. this product may be in violation of FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

Section - III 
1. Material Th. Product Will .. Packagld In: 

Child-Rssi,tant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container 

tr" tr·· ~ 
V •• §M'. No No No 

t/ PI •• tic 
Glass 

• CtNtific6tion mUllt 
If -Ves- No. per If -Ve,- No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Spocify) 

be lIubmitted 
6 oz. 3 and 6 I 

3, location of Net Contents Information 4. SizeCs' Retait Container 5. Location of Label Directions 

C label Ltd Container 0.017 fl. oz. @ On Labeling accompanying producl 

6. Manner in Which Label is Affixed to Product §UthogrBPh 0 Other Printed 
Paparl.ued 
5tenc'ed 

Section - IV 
, . Contact Point (Compl.t. it.ms dir.ctly b.row for identification of indiv;duel to ba contactad; if nR,,"IIIY, to procus this applic.tion.) 

Name Tide Telephone No. (Include Ar.a Code) 

Timolhy A. Dotson TechnicalDirector 678·638·3713 .. 
" 

Certification 6, Oate "ApPtication 

I certify that the Itatements I have made on this form and all attachments thereto are true, accurate and complete. R ..... ~, 
" I acknowledge that any knowlinglly fal,. or misleading statement may be punishable by fine or impriaoM'Mlnt or (S~ampedl 

.both under applicable law. .,' '. , . , 
mature . ':fA 3. TItle .. ,., , 

-----=== ) IJ _________ Technical Director 
.. ~ , 

• .,' "., .. 
14. Typed Name 

, . 
5. Date 

Timothy A. Dotson 1/1 '/' '5 :;",-

.. 



· .......... _ ... _---

Timothy A. Dotson 
Technical Director 
Regulatory Affairs North America 
Tel: 678-638-3713 
Fax: 678-638-3715 

January 13, 2003 

Ms. Ann Sibold 
Team 3, Insecticide Branch 
Registration Division (H7505C) 
Document Processing Desk (NOTIF) 
Office of Pesticide Prog rams 
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 2001-6 

Dear Ms. Sibold: 

3239 Satellite Blvd. 
Duluth. GA 30096 
Tel. 678 638 3000 

Please find enclosed a NOTIFICATION per PR-Notice 2001-6 for revISion of pesticide 
disposal statements for the aforementioned Frontline® products. Since Merial chose to 
adopt the exact wording set forth in this notice, the Master labels are being submitted by 
NOTIFICATION only. Enclosed are copies of EPA Form 8570-1 along with a highlighted copy 
of the revised Master labels for the 3X/6X pipette presentations for cats/dogs including all 
four weight range presentations (dogs only). Please note the printed facsimile labels may 
not be actual size. 

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

Sincerely, 

~hYA.DottA )0 -h~ 
Technical Dire~~t; . 
Regulatory Affairs NA 

" . 

~ Registered Trademark of Marial Ltd. 

, 
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Kills fleas & ticks 
Convenient spot treatment for 
fast-acting, long-lasting 
cantroI of fleas and ticks 

For Cats & Kittens. 

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

KEEP OUT OF 
REACH OF CHILDREN 
CAUTION 
Contains 3(6)-0.017 fI 02 
(0.50 mI) applicators 

(Prototype Grophics) 

NorlFICATION 

JAN 2 7 2003 



How to Apply 

+ 

FROHTUNEO 
Top SpotO 

for cats 

1. To Remove """,I color hom ChlId-R..Istant Package 
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 FROHTLIHE" 
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', skin. 

Que.tions or Commenh? 
Coli: 1-800-660-1842 

" .. 
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FROHTLIHE® 
Top Spot® 

for cats 

For Cats 
& Kittens. 

FRONTLINE provides convenient and effective flea and tick control for 
cots and kittens. 

F".t-acting anrllon,..lasting 
Prevents rehrfestation 

Convenient to ule 

KJII. newly em ... ".d adult Ilea. before they l"'f eggs 

Control. Ilea. which m"'f couse Ilea allergy rlermotlfi. 

KlII. all sto".. of brown dog ticks, American dog ticks, lone stor 
ticks and d .... ticks (which m"'f ... rry Lyme disease) 

FRONTLINE contains the active ingredient fipronil which has a unique 
mode of action that effectively targets fleas and licks. Rpronil 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 Iong-ktsting octMty. 

t) 
Brown Dog Tick 

t) 
Lone Star Tick 

t) 
Deer Tick 

t) 
American Dog TIck 

.. 



FROHTLIHEO 
Top Spot" 

lor ('ats 

FRONTLINE provides convenient and effective flea and tick control for cats and kittens. 

,Directions For Use 
It is a violation of Federal law to use this product in 0 manner inconsistent ,with Its Iobeling. Do not allow 
children to apply product, TO PREVENT HARM TO YOU AND YOUR PET, READ ENTIRE LABEL AND 
ENa.oSED DIRECTIONS BEFORE EACH USE. FOu.oW All DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULl'r USE ON CATS ONL'r 00 NOT USE ON RABBITS. 00 NOT USE ON 
OTHER ANIMALS. 

To kill fleas and all stages of brown dog ticks. American dog ticks, lone stor ticks, and deer ticks 
(whldl may corry Lyme disease), opply to cots and kittens (12 weeks or older) as follows: 

Hold applicator upright and snap applicator tip away from face and body, Place applicator tip through 
onimol's ho;r to the skin level between the shoulder blades. Squeeze applicator, applying entire 
contents in a single spot to the onimo/'s skin. Avoid superficial application to the animol's hair. Only 
one applicator per treatment is needed 

Frequency Of Application 
When used monthly. FRONTLINE TOP SPOT FOR CATS completely controls both flea and tick 
infestations. Research demonstrotes that FRONTUNE kjUs adult fleas for up to six weeks. FRONTLINE 
kjUs ticks for at least one month. A once monthly application is recommended where tick control is needed 
Although FRONTUNE con control fleas for up to six weeks, if there is a high risk of reinfestution or if the 
pet has fleas which may cause flea allergy dermatitis, a once monthly application may be needed 

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

Merial Umlted 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA MADE IN FRANCE 

®FRONTLINE and TOP SPOT are registered trademarks of MerieL 
Cl2001 Merial. All rights reserved. 

EPA Reg. No. 65331·2 
EPA Est. 65331·FR·2 

(EPA Est. 74720·0EU-I) 
(EPA Est. 7452B·CHE.l) 

(EPA Est. XXXXX·XXX-X) 

• ~ 
If ~ ~ not satSfied with 
FRCWTI.I-JE formy~ 
the procb:t ..... beNpioced 
or the pun;hose price 

rafunded. If ~ how my 
q.IeSIions 01' <;Orr\IY81\5, 

!*me c:d l..f1OO..66O..1842. 
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FROHTLINE® 
Top Spot® 

for cats 

FOR CATS & KITTENS 
Convenient spot treatment for fast-acting, 
long-lasting control of flea. and tick •. 

ACTIVE INGREDIENT 
fipronil . . . . . . . . . . . . . . . . . . . . . . . . .. 9.7% 
INERT INGREDIENTS. . . . . . . . . . . . .. 90.3% 
TOTAL. . . . . . . . . . . . . . . . . . . . . . .. 100.0% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

FRONTLINE- provides convenient and effective flea and 
tick control for cats and kittens. 

Fast-acting and long-lasting 
Prevents reinfestotion 
Convenient to use 
Kills newly emerged adult fleas before they lay eggs 
Contro~ lleas which may cause Ilea alle<gy dermatitis 
Kills all stages of brown dog ticks, American dog ticks, lone 
stc, ticks, and de... ticks (which may cony Lyme disease) 

FRONTUNE" contains the active ingredient fipronil which has 
a unique mode of action that effectively targets fleas and 
ticks. Rpron;1 collects in the oils of the skin and hoir follicles, 
and continues to be released from heir felUdes onto the skin 
and coat, resulting in long-lasting activity. 

DIRECTIONS FOR USE 
It is 0 violotion 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 ENTlRE LABELAND DIRECTlONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT 
USE ON RABBrTS. DO NOT USE ON OTHER ANIMALS. 
To kill fleas and all stages of brown dog ticks, American dog 
ticks. lone star ticks, and deer ticks (which may corry Lyme 
disease), apply to cats and kittens (12 weeks or older) as follows: 
Remove applicator from chiJd~resistant package. Hold 
applicator upright and snap applicator tip away from face 
and body. Place applicator tip through onimal's hair to the 
skin level between the shoulder blades. Squeeze applicator, 
applying entire contents in a Single spot to the animal's 
sldn. Avoid superfiCial application to the animol's hair. Only 
one applicator per treatment is needed. 

FREQUENCY OF APPLICATION 
When used monthly, FRONTUNE" TOP SPOT FOR CATS 
completely ~ bath Ilea and tick infestctions. Resea",h 
de"., ."utes that FRONTllNE" kil~ odu~ lleas I", up to six 
weeks. FRONTUNE" kil~ ticks lor at least ane month. A once 
monthly appIicaIion ~ recommended where tick control is reeded. 

Although FRONTUNE- con control fleas for up to six weeks, if 
there is a high risk of reinfesto1ion or if the pet has fleas which 
may couse flee allergy dermatitis, a once monthly application 

may be needed. 
FRONTLINE" remains effective even ofter bathing. water 
immersion, or exposure to sunlight. Avoid contact with treated 
oreo until dry. Do not reopply FRONTLINE- for 30 days. 

STORAGE AND DISPOSAL 
Do not contum;r<!Ie water, load, '" feed by storage and d;spasal. 
STORAGE. Store unused product in original container 
only, out of reach of children ond onimals. 
PESTICIDE DISPOSAL. If portly filled: Call )'Ou, locol 
solid waste agency or 1-800-CLEANUP for disposal 
instructions. Never place unused product down ony indoor 
or outdoor drain. 
CONTAINER DISPOSAL. If empty: Do nat "'use !h;s 
container. Pbce in trash or offer for recycling if availoble. 

FIRST AID 
Hove the product container or label with you when calling a 
poison control center or doctor or going for treatment. 
IF SWAUOWED: Call 0 poison control center or doctor 
immediately for treatment advice. Hove person sip 0 glass of 
\oVOter 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 on 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 5 minutes, then continue rinsing eye. Coli a 
poison control center or doctor for treatment advice. 
IF ON SKIN: Wash with plenty of soap and water. Get 
medicol attention if irritation persists. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION. 
Harmful if swallowed. Causes eye irritation. Avoid contoct 
with skin, eyes or clothing. Wosh thoroughly with soap and 
water after handling. 
HAZARDS TO DOMESTIC ANIMALS. 
For extemal use only. Do not use on kittens under 
12 weeks of oge. Individual sensitivities, while rore, may 
occur after using any pesticide product for pets. Pets may. 
experience some temporary irritation ot the site of product 
application. If signs persist, or become more severe within 
a few days of opplication, consult 0 veterinarian immediately. 
Certain medications con interact with pesticides. Consult 
a veterinarian before using on medicated animals. 
Consult a veterinarian before using this product with other 
pesticides. This product may be harmful to debilitated, 
aged, pregnant, or nursing animals; consutt a veterinarian 
before using. Call 1-800·660·1842 for 24-hour assistance. 

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

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

EPA Reg. No. 65331-2 

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

®FRONTUNE and TOP SPOT are 

registered trademarks of Meriol. 
©2003 Merial. AU rights reserved. 



FRONTLINE-
"Flea and Tick Protection Card" Top Spot

for cats Apply FRONTLlNE~~ monthly, or os needed, 1 lor (onfilluous protection ""oinst fleas and ticks. 

fl,-~_"N ___ ' ______________ ~II~:t 
) '--------' 

Month 1 Month 2 Month 3 

~ 
I'Ioce rtidc.rs 011 cal .... , O •• ,"""".r to .."." FROHTLIHE®. ;: 



FJ( (1 (lnd tld~s can be (J year-round prohlcm r 

Spring Su~~er 

-. -.-,... .,.,. ticb dart to IttHd __ The ".-,.J oi ,..".. "., 
..." ...... ~. Sum"", IF ....... .,.",......"" -----...: .... =,-_ ...... -.. 

Flea and Tick 
I'ratoclion Card 

InsIIudians fw Use 
n. caIMcIor ItIcbn on 
the hont of ... eft will =...-........ 
1 • Write .... dolt of r
p«'. flnt tr.atm.'It in the 
box .hown. 2.Nt.tflII:6Ig,....,.,,.., 
off the ItIcbr conIponding 
to the CWNnt month. 
3·1'IIa"" .......... 
onrourcdnlarCII ....... ...... ~ 
monthly Of III nIIIIIci 

Winter 
-. 

The tWr Is lflii.,.., 
WillI. aid wcrtfw, .... 

am""'" in row wvnn Itome. 

Autumn 
".,.,."... . T...--m 

........ • ,eI"' .... ,... ......... ;. .. hom...",.,....".., fIfIfIIt tfecrs rmd .._ ........... __ .... _,/000_ 
ticlu, fIftd .... tkb lwlticll ""'" cmy a.,.... dlseose'. 



FROHTLINE-
"Flea and Tick Protection Card" TOp Spot

for cats Apply FRONTLINE~' monthly, or liS needed, 1 lor continuous protection agoinst Ileus Gnd tids. 

t L-IFwr_."_ .... _' ______ ---11 L-I=-__ .:!._fi:.'_' __ ....J 
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Month I Month 2 Month 3 

~~~ 
~~~~ 

Month 4 

'lace S1icbn CHI cat."., as a rwnhNIer to oppIy FItOHTUHE®. s 

10 i (3 



Fit 0< 0"'/ tH/(S (Ott he u year-round proh/nn l FI ... and TICk 
l'rftecIioa Card 

InstrucIiooIs for u.. 

Winter 
-.. 

1M tWr" lflii dMre. 
WItfI ",. cold W'Hthw. fleers 

CIM 6teed 1ft rout WIrfWt IMHM. 

,..,.co .... ~Oft 
tIM fnInt of ... card '<I'll 
hIIp }'OIl ,.,..,..., to appt,o -....... 
1 • Writt th, .... of your 
pet'. flrtt h'IcItmMlt In ttM 
box.hown. 
2 ....... 1nIalIng your piI', PIlI 
off tIM IIIck.. tonIponding 
to tM curr.m 1'I'IOI'IIh. 
3· ............. .... .. ,... .... 0..,.. 
to .... /'IIOH7IJHtt 
II'IIInItIIyoClfGl~. 

Autumn 
~·T""""" -_ .... __ ............ 

.. ...... of InWfll dot ticb, AntetIaM dot deb, lone dirt - ....... _ r"".h..., """ lome """,",. 

II tF \3 



• --
TO REMOVE .... PLlCATOR: 

. Use Klsson. Or 11ft and NmO¥e 
plootlc laO 10 _ 10M. 

then peel down. 

Cat 
0.017 II o. 

Lot ... 

TO REMOVE APPUCATOR: 
Use scissors. Or 1ft and rernow 

plOIIIc laO 10 __ loll. 
then peel down. 

Cat 
0.017 II •• 

Lot# 

TO REMOVE APPLICATOR: 
Use .c1sIOCS. Or hit cmd NmCMt 

plaotlc tab to exp ... foil, 
then peel down. 

Cat 
0.017 II o. 

Lot # 

Id- :t 13 
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