
Mary McKinney Hunt 
Pesticide Regulatory Manager 
Bayer HealthCare LLC 
Animal Health Division 
P.O. Box 390 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

OPFICEOF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Shawnee Mission, KS 66201-0390 

RE: Proposed Label Revision, to remove the word "only" from a proposed statement 
EPA Reg. No.: 11556-116 
Date of Submission: September 10, 2007 

Dear Ms. Hunt: 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10 dated September 10,2007, for the product Advantage 9 
Topical Solution. The Registration Division (RD) has conducted a review of this request for its 
applicability under PRN 98-10 and finds that the action( s) requested fall within the scope of 
PRN 98-10. The label submitted with the application has been stamped ''Notification'' and will 
be placed in our records. 

If you have any questions, please call me directly at 703-305-6249 or Joyce Edwards of 
my staff at 703-308-5479. 

(J!;ucv . 
1f Lmda Arrington 

Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 



"....teIId, ' on ,.".,.. ".,. , fonrI. Form Aoorovad. OMB No ............. AI'! .. , ami,.. 2-28-95 

United States Q Registration 
OPP Identifier Number 

oEPA Environmental Protection Agency Amendment 
Washington, DC 20460 ./ Other 

Application for Pesticide - Section I 
1 . Company!Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-116 Venus Eagle o None D Rastricted 
4. Company/Product (Name) PM' 

Advantage 9 Topical Solution Team 1 

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

Bayer HealthCare LLC, Animal Health Division (b)(i), my product is similar or identical in composition and labeling 

P.O. Box 390 to: 

Shawnee Mission, KS 66201-0390 
EPA Reg. No. 

D Check if this is s nllw sddrllss Product Name 

Section - II ao. II", ,-"". ............ 
D 0 Amendment - Explain below. Final printed labels in repsonse to 

SE~ 24200Z Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application. 

0 Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) jf necessary. (For section I and Section II.) 

Enclosed for Agency acceptance is the draft label for Advantage 9 Topical Solution (EPA Reg. No. 11556-116). The only label revision is the removal of the 
word, ·only: in the following statement: Available ·only· through licensed practicing veterinarians. The proposed statement is: "Available through licensed 
practicing veterinarians.· Please see attachment for further detail. 

Section - III 
,. Materiel Th. Product WIll .. Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

Bves Bves a Ves g_. 
No No No 

Plastic 
Glass 

• Certification must 
If "Ves" No. per If "Ves" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitttld 
I 

3. Locstion of Net Contents Information 4. Size(s) Retail Containar .15. Location of Label Directions 

L Label U Container t=3 
6. Manner in Which Label is Affixed to Product D Uthogrlg)h 0 Other 

Paper ~ued 
Stenei ec:t 

Section - IV 
1 • Contact Point (Complete items dirllctly billow for identification of individuel to b. contsctad, if necessary, to proCf1$8 this eppIication.) 

Name Title Telephone No. (Include Area Code) 
Mary McKinney Hunt Pesticides Regulatory Manager (913) 268-2311 

Certification 6. Ca<t> Application 

I certify that the statements I have mad. on this form and ai, attachments thereto are true, accurate and complete. Rec.Ji1ed 

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or (Stamped) 
both under applicable law. 

-
2. Signature 3. Title 

~vm~~ fI<4- Pesticide Regulatory Managerr 

-, 
4. Typed Name 5. Date 

Mary McKinney Hunt ~f, 10 1 ~OOl-
. . . 

EPA Form 8670-1 (Rev. 3-941 PreVIous editions are obsolete • WhIt. - EPA FIe Copy (oiieIneIl YeIl.471 • ~ Copy 



ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE NOTIFICATION 

Page 1 of 1 

Advantage 9 Topical Solution, EPA Reg. No. 11556-116 
September 10,2007 

0.3/'1 
NOnFiCATIlON 

SEP 242007 

Enclosed for Agency acceptance is a draft label for Advantage 9 Topical Solution, 
EPA Reg. No. 11556-116. 

The only proposed change is the removal of the word, "only." 

from: Available only through licensed practicing veterinarians. 

to: Available through licensed practicing veterinarians. 

This notification is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 152.46 and no other changes have been made to the labeling 
or the confidential statement of formula 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 terms of PR 
Notice 98-10 and 40 CFR 152.46, 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. 



NOTIFICATION 

SEP .2 42007 

Ace E PTE D ~/1 
MAR 10 2006 

Under .. Pederallmectfdde. 
JtuneIdde. - Rodenddde Ad, .. M"eD«Ied, foe ... pestldt.te 
RtllJl.'_ed under 
EPA Res- JIb. USS-b- \ ~ <0 

Once-a-month topical flea treatment for cats and kittens 
8 weeks and older and 9 Ibs. and under. 

READ THE ENTIRE LABU BEFORE EACH USE. 
For the preve_nl. and Treatment of nea Infestations on ca" 

• AYanabl~; .. }hrough litensrd practlci ~g wlrrinarlans • OM \Jeltmenl prtwtlll5 tunhel fire Inlrstatlon tor up to lou,_1Is 
• Kills 98-1 of ttlr flras 01\ au within 12 hours • KIDs fleas beforr they lay eggs 

Ani". 'ng,.di.nt % IyWeig/ll 
ImidacloJlrid; '·II6·(hlorO-l-pyridinyl) nvthyf)-N·nitro-2-lmidazolidinimine ...... M ........... _ ..... _ ......... _ .... M ......... _ .. _M .......... _ •. _._M_ ..... __ .. 9.1 % 
Othe, Ingrtdltllll. .................. _M ........... _Mm ............ _ ..•••. M .... """ ....... M ... _._ ...... _ ..... "_._ .... _._ .... __ • __ ._M_ ... "_. ___ lIJl.ti 
Tot.1 1 DO.O'IIo 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
See below for First Aid and Plrcautionary Statements. 

Precautionary Statements 
Hau,d, to Hllmlns: CIII.I" rye Irri~on. Harmful if Jwallowed. Do nat 
gel in ryes or on dollling. Avoid conlaC1 wilh skin. Wash hands thoroughly 
witll soap lind warm watt, ,fter hlndling. Kef!) OUI of reJ<h of children. Do 
not contaminatt fttd or food. 

Hazardllo Dom."', Anlm.b 
For eJrtem.1 un only. Do nOI ust on kfnrm undt, eight Wftlc.s of age. 
As with iny p,oduCl, consult your wterina,ian befort using thb product on 
debilitated, aged. prrgnant or nUlling animals. Individual sensitivities. while 
rare. may occur .her using ANY ptslkldt product for pets. If signs persl$t, or 
become roore severe. consult a melinarian immediately. If you, ,nimll is on 
medi(8lion. (OMull you, veterinarian before uiing this Of any other product. 
101 consumer qurstionl ulll·80()'2S5·6826. For medical erI1frgrnoes cal 
1·877-258·2280, 

First Aid 
Havf mp produCt container 0' label \\1th )OIl ~ calling a pruon conlnll C!nIIJ 
0' dorIo'. 01 going for trelMltnt 
If in "Y": Hold tyt optll and rime slowly and gently wtlll Wiler 
for 15,'0 minutes. Remove contlC1 lenst$, if P'fSl'nl. alte, Iht 
firsl S minules. tIItn continue ,inJing rye. c.n a poison (ontrol crnltr or 
doctor lor IIUlment advice. 
tf IWlIllowtd: (.11 poison c0ll1r01 ctnttr or doctor Immtdill'ly for 
Ireatmt'lll.dYic to HiV' person sip II glass III Witer 11 ablt to swallow. Do not 
induce vomiting unless told to do 50 by the poison control unter or donat 
00 not give anything by mouth III an UII(OMcioul pellOll. 
If on Ikln or "olhlnll:T.kt off (onlamlna1fd clothing. Rinse skin 
immediatefy wilh plellt)' of._ter for 'So20 minutes. Call poison control 
cenl" 01 donor lor Vtltment advice. 
To phyfidan: lrealltle palient ~omalicllly. 

Di,tC1ions for Use 
II is I viola lion of FtdetalLaw to uu thi~ product in a mann~r ill(~lstent 
with il1labfling. 

Howta Apply 
I. USf only on cats. Do not use on OI"rr animals. 
1. Remove one applicator tube from \lit package. 

ElY Bayer HealthCare 
Manuliclured For HaytI HutltlC8re LLC. Animal He,HI! Oivision. 

Shawnee Minion. KanW5 66201 USA 
__ ~rer. Ihe Blyer Cross and Advantage Ir. trademarllJ of Slyer 
hh·a~.g. rJ ~·ClI.C1tC iii) OM Ot 1'ftOI. 01,,,, follO..,ing U.S. Jlm..,U: •. 131.12. '.113.1." 
f .... t:.l. 603:..," U)UU, 1 .• ~',IW.I.2.U07. 6,2Q4.)OO. '.7C2.CIC 

3. Hold ~iutor _In an uprigItt posiIIan. PuI ap off tub& 
... Tum the c.ap a,ound and ~t othel end of Qp bade on tube. 
5. Twist cap 10 brei' stll, 1htn "'1nOIft caplrom 1IIbe. 

:~ ~r. : ~ ___ ~ _____ ~~~ .... ~ _______________________ .J .. 

6. Part the hair on the neck It the base of tilt skill! until the skin Is visible. ; 
Place the tip of thr tube on 1ht skin and squeeu the tube IWfce 10 upe' 
the tntirt conrenU of the rube dirertJyon the skin. Do norgeffhis • 
product in your pm .,..J or mouth. Tht product is bin., tasllng • 
and saliYation may «all fIIf 8 short time il tile cat licks the prvduct -
immediately .tier I1t8tmrnt. Treatment at the basi of the sit.. "". 
minimize tht apponunily for !he cat to lick the puduct 

7. Disca,d ,,,,,1)' tube as cItwibed In Storage Iftd DISJICIlII. 

1lI~ 5uccrslivr fHdiDg ICtMty of fleas on pets rIIIY.,idt I hypelHftSltivlty 
skin disorder known as flea allergy de,matitis (fAD,. Treatmrnl of pets willi 
Advin~ rapidly klls flfas and rna, reduCt tht tncldenct of tIIlJ mndllDrL 

M.lantage kills 91-100% of the MI on pets within 12 hours. fltlnlelling 
fleas are \iUed wilhin 2 hou" wittl protection iIg8lrllt furthel flta in_lion 
lasting foe up to lour (4) ~ hHllilting pupae in the III'IilOlllll!llt 1liiy 
continut to emerge for sbr (6) _Ie 0' longer depending upon the clllllltlC: 
oondit:ons. 

laMI flu stagrs In the ~'s surroundings .. , lllltd following CCIIIIKI 
wt1h ,n Advilntage ITtalld pit. 

AlMlntage lfITIIIins tfflCldous following a s~ UUtm8t, swimming 01 
.tier l!lIJlOSu~ to "in 01 SUllligIIl 

Monlhly treatmrll15 lire ~ for optimal control and ptrWIItiorI of 
fleas. 

II re-treatmenl becomes necrsSil)' ,artier than fou, _kI. do IlOt rr-1III1 
mo,.lhlln ORn _kIy. 

Storage and Disposal 
Do 1101 [OftQminaI2 WIle( food or It!td by storJgr IJI tispagI. 
Stora,e: S1Qre In • cool dry pIKe. • 
Dispo,.I: If .mpty: Do nol ~I tontainll. Plact in UJlh or offIr lor 
rtcyClillg if ••• illb/e. 
If partly fill.d: cal YOU! loollOlitI waste agenty or t-i77·25&22IIItDr 
disposal instructions. N,vtr pl,er unustd product down .n, Indoor 
or outdoo, IInIin. 

Limited Warran~ and limitation of Damages 
Bayer HeIlthCIrt uc. Aril/llli Health DIvIsion Winanll 1M! thlllnlltllll 
conlorms to thuhrmicai dl$cription on the libel. BAYER MAXES NO OTHER 
[xPRESS OR IMPUED WARRANTY. INCLUDING A~ OlHER [XPRESS OR 
IMPLIED WARRANTY OF FnNESS OR MERCHANTA81UTY, and 110 Ig!nt'" 
Ba)'fi Is authorized 10 do so ,xCep! in writing witll. specific Itflrinee k 
this warranty. Any damages arising from a breach of tills wa,ranty shall be 
fimited to direct damages and sIIIl! not include COI\~uentili ~ 
damages such ill loss Of p,ofits 0' values. lit. 

e 2005 Bayer lieallllCare LLC ~~Nl"""PJI 
01405654 u.rJll1~' 
Madt In GermMY __ ~'!8-ND.l1_'lj 

10 ",Ii" mGnIhIy email appticationreminclell.tlClOW\...M.noIIeIs.caIL 

I I I I 
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Non-PRIA Action J 
~------------------------

Bayer HealthCare 
Animal Health Division 
September 10, 1007 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
1801 South Bell Street 
Arlington, V A 22202 

Attn: Venus Eagle, PM Team 1 

SUBJECT: Notification of Label Revision to 
Advantage 9 Topical Solution, EPA Reg. No. 11556-116 
Advantage 10 Topical Solution, EPA Reg. No. 11556-118 
Advantage 18 Topical Solution, EPA Reg. No. 11556-117 
Advantage 20 Topical Solution, EPA Reg. No. 11556-119 
Advantage 55 Topical Solution, EPA Reg. No. 11556-120 
Advantage 100 Topical Solution, EPA Reg. No. 11556-122 

Dear Ms. Eagle: 

Please find enclosed, for the Agency's acceptance, a Notification and draft label 
for each subject product. 

The proposed revision to each label is to remove the word, "only," from the 
statement: Available "only" through licensed practicing veterinarians. The 
revised label will read: Available through licensed practicing veterinarians. 
This product poses no risk concern, is in compliance with reregistration 
requirements, and is' not subject to a data call-in. 

Thank you for your assistance with this notification process, and please contact 
me at 913-268-2311 or mary.hunt.b@bayer.com if you have any questions or 
need further information. 

Respectfully, 

BAYER HEALTHCARE LLC 
ANIMAL HEALTH DIVISION 

~~~~ 
Mary McKinney Hunt 
Regulatory Specialist 

Encl: (6) 8570-1 Application for Pesticide Notification 
(6) Attachment to Application for Pesticide Notification 
(6) Draft Label (3 cc each) 

Bayer HealthCare LLC 
Animal Health Division 
12707 Shawnee Mission Parkway 
Shawnee Mission, KS 66216-1846 


