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Mr. Frank Kamienski 
The SOLARIS Group of Monsanto 
P.O. Box 5006 
San Ramon. CA 94583-0906 

Subject: Submission # 259286 for amended labeling 
(l) to respond to PR Notice 96-6 
(2) revise storage and disposal and emironmental hazzrd statements for 
homeowner products to comply with Agency lR..t',,{ and. 
(3) revise precautionary and first aid statemeniS to retl~ct the acute toxicity data. 

Date of Submission: January 6, 1998 
Product #: 239-2536 
Product Name: ORTHO Pet, Flea & Tick Spray Formuia II 

Dear Mr. Kamienski: 

Study 

The Agency has completed reviewing the Solaris Gro:..'P of1>.fonsamo·s Application for 
Pesticide Amendment referenced above, and has conch:ded ilie foli.:ming, as outlined in 
the attached inter-office Memorandum. 

1. The proposed labeling ame?dments addressing PR Notice 96-6 3re adequate. 

2. The proposed storage and disposal, and environmeotal b.?z3Id sutements are adequate. 

3. The proposed precautionary and first aid statemems are :!0t acceptable. A previous 
Agency review dated 1/15/86 indicates that a number 0f studi~s (reierenced as accession 
numbers). were not reviewed, but that the follo"ing prcjectec tuxicity categories were 
established "based upon the formulation": (copy enclos<'!d) 

Toxicology Category Accession Numbers' 
Acute Oral LDSO IV 2~6722 

Acute Dennal LDSO 
Acute Inhalation LC50 
Primary Eye Irritation 
Primary Dennal Irritation 
Dennal Sensitization 

III 
IV 
III' 
IV 
No 

2~719 

2~723,212006.:J8529.50570,50571 

2~721 

2.16720 
230692 

• These studies are identified as Accession Num.bers which the Agency has sin.::: convertef'D 'fR..ro 1umben as noted below: 
Accession Number 
246722 
246719 
246723 
222006 
230529 
050570 
050571 
246721 
246720 
230692 

1M 

MRID number(s) 
00094803 
00094800 
00094804 
00086125 
00110070 
00086125 
00086125 
00094802 
00094801 
00057851,00058255.00107537,00111967 
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However, Solaris Group of Monsanto has stated (letter dated January 6, 1998) that: "The 
data show that this product is in EPA toxicity Category IV for oral and inhalation toxicity and 
eye and skin irritation, The data also show that the dermal toxicity of this product is greater than 
2,000 mglkg, the highest dose tested." The Agency currently does not han any toxicology 
studies on the end use product referenced above. In order to change the toxicology status of this 
product, Solaris Group of Monsanto must present new accer:.o.ble ",dies to update the Agency's 
files and subsequent toxicology profile. 

Based on the above referenced Agency toxicology C".ltegories, tbe following labeling 
is required: 

SIGNAL WORD: CAUTION 

PRECAUTIONARY STATEMENTS: 

Harmful if absorbed through skin. Avoid contact \\ith eyes. ski:! or 
clothing. Wash hands before eating, drinking, chewing gwn. using 
tobacco or using the toilet. 

STATEMENT OF PRACTICAL TREATMENT (SOPT): 

IF ON SKIN: Wash with plenty of soap and water. Get medic2-i 
attention if symptoms persist. . 

The Agency will determine the adequacy of the exisliDg toxicological data base for this 
product and the above referenced studies during Phase V OfLh," Agency's Reregistration process. 

If you have any questions, you may contact Richlrd 1. Gebken. ~[(703) 305-6701. 

enclosures 

Sincerely. 

Marion Johnson 
Product Manage: 03 
Insecticide Branc." 
Regi.stration Di,ioion 17505C) 
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Pet, Flea & Tick Spray Formula /I, EPA Reg. No. 239-2536 
[ABN: Flea-B-Gon® Pet Flea & Tick Killer) 

[ICON) [FOR) INDOOR & OUTDOOR USE 
[ICON) WATER BASED 

Kills Fleas on Contact 
Kills on Contact 

[Kills) - Household Insects: Exposed adult and pre-adult fleas, ants, ticks, 
cockroaches, clover mites, crickets, flies, earwigs, spiders, mosquitoes, gnats, 
firebrats, small flying moths, sowbugs (pill bugs), millipedes and@, silverfish. 

For Use on Dogs and/&: Cats, and Areas They Inhabit to Control Fleas & Ticks 
Freshly Scented - Leaves animal/your pet smelling fresh 

Non-staining 
Non-damaaing 

For use in kitchens bathrooms basements stora e areas ara e & on 
floors floor coverin scar ets ru stile vin W od . 

For use on floor coverings and .other indoor areas including kitchens, bathrooms, 
basements, storage areas, garages. 

Ready-To-Use 
No Mixing [Necessary] . 

Active Ingredients 
Pyrethrins ................................................................................. 0.1 % 
*Piperonyl Butoxide, Technical. ................................................... 1.0% 
Inert Ingredients ....................................................................... 98.9% 
*Equivalent to 0.8% (butylcarbityl) 
(6-propylpiperonyl) ether and 0.2% related compounds. 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See back panel/booklet for additi(;mal precautionary statements. 
NET CONTENTS 24 FAc&Hld 8 FL OZ) 709. ml 
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Klis Rees BAd tiel(s eA de!J9 8AEI eats. Sl3fS'I eSAtaiAS 8 frafjfSRee that le8'6-'£9 
aniMal smelliAO' fresh. Far Hse 9A degs, eats, pet i:JeaaiAg, fleer esr,,'eriRgs, 
beselfteRts, Ilaralles, aRd pet areas. [Moved to another section of label textl. 

Peel apeR fer tJss Etireetiofl9 8Aa ftlrther iAfermatisR 

CAUTION: IIermfl:!1 if svtalleweEl. SEE ADDITIONAL PRECAUTIONARY 
S;O\TEMENTS AND DIRECTIONS INSIDE BOOKLET. 

-PULL "ERE TO OPEN LABEL PRESS TO RESEAL 

W MeElieel 'RfermetieR eall 1 SGG 454 2333 
PreEll:!et IRfermatieR eall 1 SGG 225 2SS3 

~C8eeffi8f'1< at MeA98Ate GOfflI38A'( 

''''eAsants COffif38A)' 

Th: Selaris GretJJ3 of 
"':AseAte COffiJ38fl( 
P.O. Bel( 50GS 
6:l'\ RameR CA 945S3 GSGS 
F:o'm RSS31 A 
P":dl:!et 5557 
EFO\ R.ell. Ne. 239 2536 
Ef 0\ E:3t. 239 IA 3 
PI.ree in USA 
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Kills fleas and & ticks on do s and cats. S ra contains a fra rance that leaves 
animal our et smellin fresh. Also use on et bed din & floors floor coverin s 
(rugs. carpets, tile, vinyl & wood). 

F r use on do s & cats in homes a artments attics ara es basements and 
sora e areas. Non-stainin n n- ama in to floors floor coverin scar ets 
ru s vin I tile wood and baseboards. Will not dama e or stain floors floor 
coverings (carpets, rugs, tile, vinyl or wood), Kills insects on contact. 

[optional text] 

PRODUCTS FACT TABLE 

Fi[ebiat~.J?J)wt;ll,!g,~ (piJIPug$J. MiJUR~des..J?jl.Y..~rfi~h & 
2PidElrs 
, FI)(.ingJ~ecl$: Flie.$4,.M.O!>9.yitQE;l.s".".Sm;;l1l FI)(iog Mo.!hs+ 
~nats 

WHERE ' On Dogs & Cats 
LO_US.E ____ · _._' QoJ.oQ.Q9LlilJ2ytdQQr Su.d..aJ6ts...iJJ.QlJJ,dj.og;., 

Floor coverings I Floors (carpets rugs. tile. vinyl & wood) & 
baseboards 
Pet bedding [&resting quarters] 
Cracks & crevices 
Window & door frames 
Garbage cans 
Under & behind sinks. stoves. refrigerators & cabinets 
Around plumbing 
Around outdoor lights 

•••••• 
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Specially formulated for residentiahJse. •••••• , , ., • 

• • • •• 
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DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a 
manner inconsistent with its labeling. 

READ ENTIRE LABEL BEFORE EACH USE. THE ONLY ANIMALS THIS PRODUCT 
CAN BE USED ON ARE DOGS & CATS. USE STRICTlY IN ACCORDANCE 'NITH 
LABEL PRECAUTIONARY STATEMENTS AND DIRECTIONS 

Fer ~se iA Ileffles. apartffleAts. sUies. !jsr8!jes. BsseffleAts sAd sters!je sreas. 
NeA stsiAiAlJ. ReR da_!jiR!j .a earl'e.s. r~lJs. flaars aAa B8SeBaaraS. Kills iRseets 
eA esntaet. 

HOW TO USE: Shake well before use. u9iAlJ . • '=tJkJ baek pHJffJetiv-e hiffged fab 
eKpatl,Y7g ffeule. SflilP iff p,'aee eff "Prayer tap. Adjust spray nozzle to deliver a 
spray ar fine stream tor crack~ and crevices or a spray for other areas. treatffleAt. 
-Hold sprayer eeRteiner 12 inches from the insect. animal or surface ta-tie being 
sprayed/treated. IMay be used indoors or outdoorsl. Hold container upright and 
spray until barely wet. Do not spray desirable plants. [Do not spray upholstery. 
furniture. or drapes]. Thoroughly wash dishes and food handling utensils with 
soap and water jf contacted by spray.tlley Beeeme eaRtsmiRs.ed By sl'I'liestiaA af 
tllis predllet. Do not apply{spray ef-this product in conduits. motor housings. 
junction and switch boxes or other electrical equipment because of possible shock 
hazard. De Aet t:lse iA ediele preduets Brees ef feed preeessiA!j plaRts. restsuraAts 
sr etller areas wlte.fe feea is eefflfflereiall'( prepared. Repest trestffleAt ss Aeeded. 

ROACHES. ANTS. CLOVER MITES. CRICKETS. EARWIGS. FIREBRATS. SOWBUGS 
(PILLBUGS). MILUPEDES. SILVERFISH AND SPIDERS - Apply to/spray surfaces 
where insects hide including: TIlerall!jlll'j spply under and& behind sinks. stoves. 
refrigerators~/ cabinets; around plumbing; along baseboards; wllere iAseets Ilide. 
iAel~diR!j dark comers of rooms~/ cabinets; and cracks and/& crevices in walls 
and floors. Repeat as necessary-. --

ANTS - Apply directly to ants. Spray directly on ants and ant trails or wherever 
these pests may gain entrance. Msy be lItled ,Vtdaartl ar eutdeertl. 

FLEAS AND& TICKS 
ON DOGS AND CATS:' 
Start spraying at the animal's head. Avoid a,.,eidiA!j the eyes. nose. mouth and 
genital areas as you spray. Make sure the animal's entire body is covered •••• 
including legs and tail. While spraying.-fluff the hair so that spray will reath .. • 
p6F1etfate ta the skin. Make stlre 3~'8'f ·,vets tt:1areu§l=tly. : ••• :. 
Do not use on animals under 12 weeks of a e oun er than 12 weeks. [Spray 
contains a fragrance that leaves animaltyour pet smelling fresh. "eat ~s •• 
necessary but not more than once a week. Contact a veterinarianob&iore IlMfO·this 
product on debilitated. aged, medicated, pregnant or nursing dogs IIJf'cats, •• : 

239-2536.A1 EPA Accepted 7/25/95 

...... .. .. 
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Amendment of 1/6/9B 
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Sensitivities may occur after using any pesticide product for pets. If signs of 
sensitivity occur, bathe your pet with mild soap and rinse with large amounts of 
water. If signs continue, consult a veterinarian immediately. 

lli..PET AREAS: 
Soot spray/treat infested surfaces including: floors/floor coverings (carpets, rugs, 
tile, vinyl & wood I & baseboards &/lmolding]: pet bedding 1& resting quarters]: 
cracks & crevices: and window & door frames. Concurrent treatment of dOQS & 
cats is recommended. Repeat as needed. 

Te eentrel fleas 8Aa breviA dag tieks eft l3,emises: Spray iAfesteEi are89, l3et 
beftdiflg, restiR§, fltJ8rter9, ReBfh',. epeeks .. eREI ereviees, aJeRg 8Ra hetliRd 
88seesarfts, melaiAg, Vl';Atleri'J 8Ad see, frames, BAd loealizes 8re89 af fleer BAe 

flee, ee't .. €riAg. CSAet:ff,eAt treatmeRt af 8AifflSIs is reesffiffleneleel. Repeat 
treatmeRt 89 Aeeaed. 

FLYING INSECTS - FliES, MOSQUITOS, SMALL FLYING MOTHS, GNATS: 
Spray directly on insects/pests and surfaces where these insects aliaht or 
congregate including: window screens &1 frames: screen doors: garbage cans: and 
around outdoor lights. 

S"'8',, direetly 6ft 1369t9 ar eft 91::1,les63. eSl3eeiall'{ e,euRei ·'.·iRes· ... · sereSH BAd 
f'Sffies, sereeR Eles,s, 8'8l:1AEI 8t1tEieor Ii~AtS. ger08§€ eaAS BRei ether pleses · .... A,er€ 
these insests alight SF eSAfjregate. 

STORAGE AND DISPOSAL 
STORAGE: [Fer sterB!le, reseal 13',' relllaeiR!I tBe elestlre e'/er sllrar Rezzle.] Te 
stere, !!fotate nozzle to closed position. Store in original container in a safe place, 

Keel' l'estieiEle iR ari!liRal eaRtBiRef. De Rat I'tlt eaReeRtfBte af Eliltlte iRte faaEl ef 
eI,jAh eSRtaiAers. A· .. eie1 eSAfBm;fl8BBA at feed BAd feeffstuft:9. Stare if) 8 eae), a,.,. 
plese, preferable, iA B Isellee storage are8. 
DISPOSAL: Do "not reuse container. Securely wrap partially filled or empty 
container in newspaper and put in trash. PRODUCT Partiallr filleEl eattle IftBr Be 
ei:9(3ss€e at by seetuely 'tIJfsf)piRfJ originsl eentaiAer iA se'ie;el 18'iers af ReT.v3198J3er 
aREl EliseafEl iR tra9h. CONTAINER Da Rat fetlSe eml''''' eattle. '''''ral' eettle aREl 
put in tresR. 

• ••• • • •••• 
• • 

PRECAUTIONARY STATEMENTS : ••••• 
HAZARDS TO HUMANS & DOMESTIC ANIMALS : •• :.:. 
CAUTION: Avoid contact with skin. eyes or clothing. Wash thorouCjlh'y W;r06Gap 
and water after handling" lIaflftftfl if s .... illIs· .. 'eEl. Avaid eaRtalftiRlIlil'R af ~eEl.aREl 
faeElsttlffs, Remove pets, bir.ds and cover fish aquarium before 6f!lIee spra.,.irl!i. et' • • surteee aJ3J3lieatioAs. ••••• • 

• •• 
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FIRST AID: IF ON SKIN: Wash with plenty of soap and water. Call a physician if 

irritation Dersists4 IF S\IJALlO\'.'ED: 9,iRI( eRe ef t',/;o glasses at water 8AEi iROtlee 
"iefflitiRg 0"1 touehiAg the Daelt a# the threat with fiAger. Repeat l:IRtii 'a'eMit fltlia is 
elea,. Call a I3h'tfsieisA i'mmediately. De Ret ifu:itJee V8ffiitiAg or gi-.f 6 8A}fthiftg by 
metifA fa aA tlAeaASeiaHs flersaA. IF INHALED: Rema· ... e ... ietim ta fresA air. Aflflly 
e,tifieial reS(3if8tieA if indieated. IF ON SKIN: Rems,.'e eOAtamiA8tea elathiA!) SAd 
· .... ash aHeeted areas with seal" aAd wElter. Note to Physicians: Emergency 
Information call 1-800-225-2883 454 2333. 

ENVIRONMENTAL HAZARDS: This product is toxic to fish. Do not apply directly 
to water. lal(es, flaAds, streams, tidal marshes ar estuaries. Do not contaminate 
water when disposing of equipment wash waters or rinsate. e'f eleaRiA!! at 
eEltliflmeRt ar disflasal at wastes. 

NOTICE: Buyer assumes all responsibility for safety and use not in accordance 
with directions. 

'"' Questions, Comments or Medical Information? 
Call 1-800-225-2883 http://www.ortho.com 

<!>Trademark of Monsanto Company 
'"'Monsanto Company 1997 

Manufactured for 
The SOLARIS Group of 
Monsanto Company 
P.O. Box 5008 
San Ramon CA 94583-0808 
Form 
EPA Reg. No. 239-2536 
EPA Est. 239-IA-3 
Made in USA 
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