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

. Ms~ Sonya Gissendanner 
Elanco Animal Health 
2001 W. Main Street 
Greenfield, IN 46140 

AUG 1 0 2009 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Subject: Label Notification(s) for Pesticide Registration Notice 2007-4 

Dear Registrant, 

The Agency is in receipt of your Application(s) for Pesticide Notification under 
Pesticide Registration Notice (PRN) 2007-4 dated March 20,2009 for: 

EPA Registration 72642-5 StandGuard Pour On 

The Registration Division (RD) has conducted a review of this request for applicability 
under PRN 2007-4 and finds that the label change(s) requested falls within the scope of 
PRN-2007-4. The label has been date-stamped "Notification" and will be placed in our 
records. 

Please be reminded that 40 CFR Part 156. 140(a)( 4) requires that a batch code, lot 
number, or other code identifying the batch of the pesticide distributed and sold be placed on 
nonrefillable containers. The code may appear either on the label (and can be added by non
notificationiPR Notice 98-10) or durably marked on the container itself. 

If you have any questions, please contact me directly at 703-305-6249 or Banza 
Djapao of my staff at 703-305-7269. 
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United States W Registration 
opp Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 .{ Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
Elanco Animal Health172642·5 Kim Nesci 

0'None o Restricted 
4. Company/Product (Name) PM' 
Elanco Animal Health/StandGuard® Pour-on 13 

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

Elanco Animal Health (b)(i), my product is similar or identical in composition and labeling 

2001 W. Main Street to: 

Greenfield, IN 46140 
EPA Reg. No. 

o Check if this ls a new sddress Product Name 

Section - II 

D Amendment - Explain below. U Final printed labels in repsonse to 
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(sl if necessary. (For section I and Section 11.1 

Notification of label change per PR Notice 2007-4. This notification is consistent with the guidance in PR Notice 20074 and the requirements of EPA's 
regulations at 40 CFR §§ 156.10, 156.140, 156.144, 156.146, and 156.156. No other changes have been made to the labeling or the Confidential Statement of 
Formula for this product. I understand that it is a violation of 18 .U.S.C. Sec. 1001 to willfully make any false statementto EPA. I further understand that if the 
amended label is not Consistent with the requirements of 40 CFR §§ 156.10, 156.140, 156.144, 156.146, and 156.156, 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 This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of f;:ontainer 

Bves Bves 

B 

Ves ~~t. Plastic 
No No No Glass 

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

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container J S. Location of Label Directions 

Li Label U Container f:=::j on the label 

6. Manner in Which Label is Affixed to Product oUthograPh 0 Other 
Peper ~Iued 
Stencied -

Section - IV 
1. Contact Point (Compl9te items dir9ctly below for id9ntification of indillidual to b9 contacted, if necessary, to process this appjiRIJ.tjon.) 

0 0 

Nama Title Talephone Nc."c(in-;Iude Area Code) 

Margaret Gillis Regulatory Associate 317-651-53)'5 0 uuOouo 

" 
Certification OOOOOQ 6. Da~e Application 

0 " " " Received i certify that the statements I have mede on this form and all attachments thereto are true, accurate and Cicmpleto. 
('00000 

I acknowledge that any knowlinglly false or misleeding statement may be punishable by fine or imprisoMlor.tc<:.To ~ " (Stamped' 
both under applicable law. u 00 " 0 000 

" ~ <-

2. Signature 3. Title 
cc;.ooo 010 {. 

~ 
v " 

'11~ 
(..(,.yt.,u " Regulatory Associate u c.. { .. II. .. 

e.. { 

(I v (.; {. 

4. TYPedi~ 5. Date " (l<.. 

0 " c 

Margare Gillis 

/ tj·hn Z(}tJ 7 00 u (~ 

. . 
EPA Form 8570·1 (Rev. 3·941 PreVIous adltlOns are obsolete • '. White· EPA FiJe Copy (ongln." v.now • Applcant Copy 
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ELANCO 

March 20, 2009 

Kimberly Nesci 
produ~t14~~g~r#13 
U.S .. EPA - OPP -'BPPD 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

RE: PRN 2007-4 Updates for StandGuard Pour,..on® (72462-5) 

Efanco Animal Health 
A Division of Eli Lilly and Company 

POBox 708 
2001 W. Main Street 
Greenfiefd. IN. 46140 

(317)276-2000 

Elanco Animal Health is providing in this notification, updates to storage and disposal statements for 
StandGuard Pour-'on® (72462-5). 111is change is represented in the attached label by highlights to the 
changed portion of the label. [PR Notice 2007-4: IV (A)) 

Notific~tion oflabel change per PR Notice 2007-4. This notification is consistent with the guidance in PR 
Notice 2007-4 and the requirements of EPA's regulations at 40 CFR §§ 156.10, 156.140, 156.144, 
156.146, and 156.156. No other changes have been made to the labeling or the Confidenti",l Statement of 
Formula for this product. I understand that it is a violation of 18 U.S.CO Sec. 1001 to willfully make any 
false statement to EPA. I further understand that ifthi:l amended label is not consistent with the· 
requirements of 40 CFR§§ 156.1<), f56.l40, 156.144, 156.146, apd 156.156, thi~ product may be·in 
violation ofFIFRA and I may be subj«:<ct to enforcement action and penalties under sections 12 and 14 of 
FIFRA. 

We appreciate the opportunity to work with you to ensure our product labeling is fulIy compliant 
with the requirements of the EPA and its implementing regulations. If there are any questions, 
please contact me bye-mail (gissendannersj@lilIy.com) or by telephone at (317) 651-4127. 

Sonya Gissendanner 
Regulatory Associate 
Elanco Animal Health 

Enclosures: 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND 
DOMESTIC ANIMALS 

CAunON 
Harmlul1l5WDIlowod or absorbed through tho skin. Causae 
modil/BID uye Irlltatlon. Avoid contact wIIh aIeIn, eyas, or dolhlng. 
Remove conlamlna18d clothing and wash before l8-use. Wash 
thoroughly with soap and wator after handling and before eaUng, 
drinking, chewtng gum, or uslng 10ba!:CC1. Wear rubber or non
parmaabla prolecUvo gloves whon applying !his producL OalD 
Indlca!s this produCi to be a contacl allerganlc. Do nol apply this 
praduCi to the lace of caIIIo. . 

FIRST AID 
II on aldn or clothing: 

• Taka all cenlamlnBled dothlng. 
• Rinse skin Immalllalely wlth plenty of walor for 15·2D mInutes. 
• Call B polson conlral conter or doClor for lreatmont advice. 

IIlney ... : 
• Hold oyo opon and rinaa slowly lind gently wllh wolDr for 

15-20 mIoUlDs. Remov& contact lanaoB, If presont, aflertho 
firat 5 mInulH, then continue rinsing. 

• CaD 8 polson central centar or doclor for troatmonl advice. 
II IIWIIIlawod: 

• Call a polson conln:ll conler ·or doctor Immediatoly for 
troatmanl advice. 

· Have poroon alp a glass of waler II able to swaHow. 
· Do nollnduce vomJUng unless told to do 80 by 11 polson central 
conter or doctor. 

• Do nol glvo anything to an unconsclous person. 
Havo product conlaln.r or label wflh you when .calOng a 
POIson control contor or doctor, or going for treatment 
You may also contact 1-1100-428-4441 for emerg.ncy 
medical treatmenllnlarmeUon. 
~RDNMENTALHAZARDS 
ThIs pasUclde Is IIldromely toxic Ie nsh. Do not apply 
directly to woIor, or oreBII wharo swface waler Is 
present, or to lnIertJdaJ orollS billow tho moan hIgh waler 
mark. 00 nol centamfno1o wolDr whon dlspoalng 01 
oqulpment wash watO!!!. Apply tho product only as 
spaclfled on thle Jabal. 
PlfYStCAL AND CHEMICAL HAZARDS 
Do not uso or store noar heal or an open nama. 

YL94800EAMB (V01-l)6:20D9) I 00283422 

Stand8uaJd Pour-an Inrecllclde 

A9 
NOnPiCAnON 

, 

APR 102009 
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DIRECTIONS FOR USE 
Ills a violatfon or Federal law 10 Use 1II1s produc1ln a mannor 
Inconslslent wIIh lis laballng. 

READYTO USE: No dPullon nac8SS8ry. Do not apply to laclating 
or dry dairy cows. Do 110t apply Ih!s produet to the face of beef 
callio and calva •• 

ApPJy,tci. .~~.I~~ : .. ~D~ag~ 
-

.,. -
BeefcatUe HomfUes,lIco Apply produc1 along tho 

betkIlne ·BI\he rBlo DI: 
More lhan 600 Ibs: 15 mLs 
(V. n. Dl.) 
Lssa \han 600 lb.: 10 mLs 
(Y,Ii.oz.) 

Far hom fllon, repeal lroalmontlUl neDded, heWilVer do nol apply 
more !han onto every two weeks and do not apply more Ihan four 
limas wi1hIn any Il-monlh portod. 

SPECIAL NOTE: SlandGullld pour-on IIIHcUt:lde I. nol 
recoinmondod lor Yoal calves. SlandGuIlld pour-on lnsocUc!do 
Is not effective In controlilng caWs grub •• Therefore, 1I1Ie product 
can bo usod on catUe at any Ume or tho yoar wllhout loar 01 host· 
paraslto rallClfons commonly associated with giub IraBlments. 
S\andGuard pow-on InaocUcido should bo usod In en fntogrulod 
peal management system which may Invo/vtl repeallnllitmanls 
and tile UBO or oilier past conlrol praCUcos. Conllnual IIXpOsuro 
of horn files to 11 singlo clasa 01 fnssCUclde (eg. pyrethrclda or 
organophosphatos) may lead to \ho dDYIIlopmenl 01 reslstanco 
to Ihot da •• 01 InsecUcldo.ln artier to reduco the posalbllity 01 
hom mee d_loping realalonco, Ills Important to rotate, on a 
GSllllonal basi., the class ollnaeclldde UDed andlor llIe melllod 
01 horn fly conbel. For advice concerning currenfccnlrol pRlCllcoa 
with ralaUon 10 speclftc IDeal condlUons, consuIl resources In 
reslsJonco managamenl progmms. your Cooporallvll Agrlcullural 
Ex\lInslon agonl or your Banco Animal Health reprosentatlve 
811·8004211-4441. . 

+ 
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,STORAGE AND DISPOSAL 
00 nol cOnlomfnalo walor. load Dr feed by 51al1lge or disposaL 
Nodce: Shake wall bufore use, Avoid freezing. ,., 

PelUcida Siora In original conllllnD~ UghUy dODGe!, In D secure ' 
6\On1go: plAco.iCaop out of tho raach or chIIlIran ond darn.aUo 

onlmalo, In COlI. ollDIIk or apOl, conlllln malorlal and 
dlspooo ~o WDDID. ' - - ' , ",' 

Conlllinar NonrarruOblo contAiner. Do nal rouso or ralHllhl. conlnlnor. 
DI'po!l4l: Olhli ror racyclJng, U oVaIIoble. 

elDen conlnlnor prampUy onor emplYtng.li!pI. rino. Q!I 
IaDDWII: Empty th. fIImalnlng canlonllllnlD appDcolion . 
equlpmonl Dr 0 mllllllnk drain lor 10 secondo allor the 
now bog!"" 10 drlp. FUlthe canlllin.r K Iu11 wI1h WDlor end 
rocop. ShIIko lor 10 sDCOnds. Pour rlII5alo InlllappDcotk>n 
oqulpmsnlor mllllllnk Dr olara rtnaalo lor IAlal u.e or 
dlspoaaJ.D""n Iorl0 DocOndo oIlor tho flow boglnGtlI drip. 
RopoollhlJ pruccdura two mono Jlmllll. WAIIIlUI",oulllng . 
from tho u.a 01 this producl mucl bo diapoood 01 on allo or 
01 on IJIlPlIMld WDDID dlapooallodllly. TrIpJo Mao omply 
canlillnor. Thon dIsj>a.o 01 omply bog/conlnl.or in a 
114n1tDry IIIndIH1, or, U ollowad b)i IIIDlD and tacol . 
OuthorlUOlI, by bumlng." burnod, sloV out 01 smoke. 

TERMS AND CONDITIONS OF USE 
If lorms ot tho following Wiurunly Disdalmor, Inherenl Risks of Uso 
lind UmlluUan of Riiniudilii a'ni nDliu:CGpiiblo;' rolliril unoponed 
pockago atonee Io'tho sollor for a full rotund of purdlase price paId. 
Olhii~so, 'use bY Ilia bUysr or any other 'user i:oiis!JtiJlos 
acceplanco of tho lorms undel. Wommly D1oclalmori Inhorenl RIsks 
of Use and UmlIBtion'ii1 Romedles. 

'WARRANTY DISCLAIMER 
, Bailcci ~rriiilio lhIilthlil product Conforms 10 the ohamlaoJ 

deocrlpUon on ihelabel and,1s reasonably m for the purposes slated 
on \he rBbol whon used In Slifel licccirdanco willi the dJr1iClfons, 
subjoct to ihe lnIierunl risks SDI forth below. El.ANCO ANIMAL 
f:lEALTH tAAi<ES,NO eiTHEFi EXPRESSED WARRANTY OF 
MERCHANTABILITY OR FITNESS FOR A PARllCULAR 
PURPOSEOA AN'( OTHER EXPRESS OR IMPUEO'WARRANTY. 

IMHEREHT RISKS OF USE 
It Is ImpaGslblo 10 DUmlnalo all rlsks,lIIIscClalod with the uso ollhls 
produCt. LilC1i of poria_cD or othor unintiinded conseiju'onceS 
may ruBUII beJ:8tise of such faelOrullB use altho producfconlnuy 10 
laliBllnolrvcilans. Bbriomnal cCitdltloniJ, presenco 01 oilier mnllirluls, 
Ihe II)III1ner 01 DppflcaUan, oroth~r !acto!B:whlcl! am bayo~dlh& 
control of Elaneo Animal HODIIh or the soUer. AD 8uch rfsks DT8 
assumed by iIle buyer. 

+ 
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uMrrAnoNoFREMED~S 

The mccluslve remady far losses or damages resuiUng 'rom !hIs 
product (Including claims besed on conlracl, nogngenco. 5IrIcI 
Dobml% or D1her Jollal theorias). ahall bo Jlmllad to. at EJanco Animal 
Hoalth's elecUen. one 01 tho IoUowlng: 
(1) Refund of purchase price pald by the buyer or u •• r of th. 

product bought. or 
(2) Replacement of tho amount of product used 
Ennea Anlmlll HeaIlh shllli nDl be nabla tor 10llSes or dnmages 
resuiUng from thn handUng or UBe of W. product unlo:;s Elaneo 
Animal HonIlIt Is promptly noWied ol such los9 Or damego fn wr1Ung. 
To the extent parml~Dd by law. Banco AnImal HeaJlh shall nal bo 
liable for consoquonlJal or fncfcnnlnf demagos or losses. 
The terms of tho Warranty Disclalmsr abow and this UmllBUon 01 
Remedles cannot be varted by anywrftten or verbal stalBmonls Dr 
aora.ements. No omployee or sales agent 01 EJanco Animal Health 
Dr the seU.r Is autharlzod 10 vary Dr _d tho lanna of WOlT1lllly 
Discialmer 01 thl. Umllallon of Rem.dles In any mannar. 

+ 

NorlFlOAnON , 

APR 102009 


