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Bell Laboratories, Inc. 
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This product is conditi<lnally registered in accordance with rrl;RA sec. 31c)( 7)(A) 
provided that you: 

J . Submit andior cite all data wqu i red for registration I reregistration of your 
product under FlFM sec. 3(c)(5) when the Agency requires all rcgistrallls o/" 
similar products to suhmit such data; and submit acceptable response, required 
for reregismnillIl of" your product under FIFRA ,cctic'l1 -t. Please note that the 
Reregistration Eligibility Deciston (RED) for BrodifacoullI will be issued 
shortly and you should recehe a cop)" of the RED and the generic and 
product-specific Data Call-Ins (DCIs). Your technical product and all 
registered end-use products an! suhjt'ct to the requirelllents of the 
Brodifacoum RED and DCls and you must submit acceptable responses 
within the timeframe(s) provided in the nED. If you do not receive COI)ies of 
the RED and both DC Is, please contact FI·ank Rubis (SRRD/Reregistratioll 
Branch I) at (703) 308-8J84. 
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2. You submilled the following acute toxicity studies to support your application f(lr 
registration of FI'iAL"" RODENTICIDE: Guideline 81 -I, acute oral toxicity (MRID 
441634-04); R 1-2. acllte dermal toxicity (1\1R1D 441634-05); 81-4, eye irritation 
(MR II) 44](,34-06); and 81-5. dermal irritation (M RID 441634-07). The>e siudies 
have been revi"t:wed and are cOtL~idered acceptable. However. you did nO! submil 
acute inhalation (81-3) or dermal sensitization (81-6) >tudies for this product, these 
studies are considered data gaps. Within 30 days of receipt of this Ictter you must 
indirate, in writing, how you int('nd to address these data gaps. 

3. You submitted two Confidemial Statements o/" Formula (CSFs) for this product. one 
dated June /0, 1996 and the second dated November 13, 1996. As discussed under 
items 4.h. and c. below, there are slight differences between the two CSFs. You 
indicated in a letter dated August 27. 1997 that the test bait used in the efficacy trials 
for this product corresponded to the formulation described in the CSF datcd June /0, 
1996. The CSF dated June 10, 1996 is conditionally acceptable from the standpoiIll 
of efficacy. However, your proposed lower certified limit for Brodifacoum is equal 
to the nominal concemration, please check the proposed lower certified limit. With 
respect to efficacy. it is acceptable for the lower certified limit to match tile nominal 
(which was once our general policy). or for the lower certified limit to be as low as 
0.0045 ~;" 

4 With respect to the efficacy data you subIlliucJ t<> support label claim, for this product 
wC' have thi.!' follm.\'ing commems: 

a. The results of the one-day trial (i\1RII)# 443600-(1) exceed the criterio'i of 
90% mortality and suggest thai. the bail is palat~ble [0 male housl.! mice bur 
not to female house mice. You should considt"'r altering this formulation to 
improve its genera! palatability to house mice. 

b. \Vc Ilml..! thal. as dcscrihed b: information included Willi yuur longer ka:::r of 
,\ugust 27. I 9~7, the test bait used in the rat efficacy studies describcJ ill 
reports filed under \IRID '>os. 4..j0444-02 and 442730-01 corresponded in 
composition to the nominal concentrations of ingredients identified for 12455-
ON in the Confidential Statement of Formula (CSF) dated June 10, 1996. 
There are some slight discrepancies between the test bait and the fllrmuiation 
described by the CSF Jated November 13, 1996. 

c. Data from laboratory efficacy tests in which laboratory Norway rats and 
laboratory house mice were offercd the formulation described by the CSF 
dated June 10, 1996, for a single day are adequate to support the single­
feeding claim proposed for this product. 
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d. The word "FINAL" Illay be used in the name of this product only if it i; 
clearly indicated to be a brand name. Although the sllrest way to accompli"h 
thi" qualification would be to add the word "nRA:\D" after "FINAL", you 
may use the registered trademark symbol ''':'i'' after "FINAL'" provided 

t. ., that the symbol "<i" appears after "F!i'\AL" each time that it is us~d 
on the label; and 

ii. that, in all instances of its use, the symbol ".f," is clearly legible and at 
least one third as high as the text used for the word "FINAL". 

c. Specific labeling changes that must he made are indicated under 5. below. 

5. Before you release your product for shipmel1!, the proposed labeling suhmitted on 
August 27, 1997 for FINAL'! RODENTICIDE must be modified as indicated below. 

a. Revise the EPA Registration Number to read, "EPA Reg. No. 12455-90." 

b. On the left panel or your lahel, in the "USE RESTRICTlO:\S:" subsecti0n 
of the "D1RECTlO]\"S FOI{ liSE", replace the non-sentence "May also be 
used in alleys" with the sentence 

"This product also may be used in alleys." 

C. On the from pand 01" your labd under the word "C\L"TIOl\," delete 
the paragraph beginning with" "'-fay be harmful ... " and ending with 
"call a physician at onc:c. ,. Rcplac:c this paragraph with the following 
"STATEMENT OF PRACTICAL TREATME:"iT," directly under the 
,,'"ord "CACTIOl\": 

"STATEMENT OF PRACTICAL TREAT'llENT 

If Swallowed: Call physician or Poison Control Center. Drink I or 2 
glasses of water and induce vomiting by touching back of throat with 
finger. If person is unconscious, do not give anything by mouth and do 
not induce vomiting. 
If on Skin: Wash with plenty of soap and water. Get medical attention 
if symptoms persist. 
If in Eyes: Flush eyes with plenty of water. Call a physician if 
irritation persists. " 

d. The "NOTE TO PHYSICIAN" section that appears on the right panel 
of your proposed lahel should be moved to a position just below the 
last Statement of Practical Treatment, but should be clearly 
distinguished from the Statements of Practical Treaunent. In addition, 
the first sentence of the "NOTE TO PHYSICIA;'I;" section should read 
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"If swallowed, this material may reduce the clolling ability of the blood 
and cause bleeding." On your proposed label this sentence is pan of 
the "PRECAUTIOl\ARY STATE:\IE1\TS" and should be moved to 
the "NOTE TO PHYSICIAN" section. 

e. Beloi\~ the "NOTE TO PHYSICIAN" section, add an emergency 
telephone number to call for specialized medical advice. 

r. On the right panel of your proposed label, the statemcnt "HAZARD 
'1'0 HUMA.NS AND DOMESTIC ANIMALS" should be left-ju;tified 
so it is clear that this is a subheading subordinate to the heading 
"PRECAUTIONARY STATEMENTS." Also, delete the "S" in 
"HAZARDS." The paragraph under "PRECAuTIONARY 
STATEMENTS" must also be left-justified and must be revised te) read 
as follows: 

"CAUTIOl\: May be harmful or fatal if swallowed or absorbed 
through the skin. Causes moderate eye irritation. Avoid contaci · .• ·ith 
eyes, skin, or Clothing. Wash thoroughly with soap and water af:", 
handling bail. 

g. Amend the "ENVIRON:\IENTAL HAZARDS" slat~[Il~1l1. a~ rec:lircd 
by PH. Notil:e 93-3, by tldeting the sentence "Keep out of lakes. 
>ireams, or pontls" antl rcplacing it with the following: 

"Do not apply directly to water, or to areas where surface water ,; 
present or to intertidal areas below the mean high waler mark. " 

h. The "STORAGE AND DISPOSAL" statement mllst bc modified .l> 

indicated in PR Notice 83·3. Specifically. the PESTICIDE 
DISPOSAL" and "CO:'liTAINER DISPOSAL" sections I1lUSt be 
amended to include directions for both hOllseholtl usc and comm"r~ial 
use as rollows: 

"PESTICIDE DISPOSAL: Household usc - Securely wrap original 
contiliner in several layers of newspaper and discard in tra~ll. 
Commercial usc - Wastes resulting from the use of this product may 
be disposed of onsite or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Household usc - Do not reuse container. 
Discard container in trash. 
Commercial usc - Completely empty pail. Then dispose of empTY pail 
in sanitary landfill or by incineration, or, if allowed by Slate and local 
authorities, by burning. If burnetl, stay out of smoke. " 



? 

6. Submit lWO copics of your revised final printcd labeling before you release the 
producl for shipment. 

If the above specified condilions are nOl complied with. the regislralion will be 
subjecl lO cancellation in accordance with FIFRi\ seclion 6(e). Your release for shipmcnt of 
the product bearing the aJ1l~~ded labcling constitutes acceptance of th..:sc conditions. 

A stamped copy of the labeling is enclosed for your records. If you have any 
questions rcgarding this notice, please call me al (703) 305-5417 or (703) 305-S404. 

Sincerely yours, 

(---) r--J 
/~~ .. /~~~ 

(J 
Peg Perreault 
Product Management Team 4 
lnsccticide-Rodemicidc Branch 
Regislralion Division (7S0SC) 
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KILLS RATS AND MICE .. 
DIRECTIONS FOR USE 

11 is a vioIafun 01 Feclelallaw to use :his pOlKI ::I a man'!er ,nCQr.Slsl<:-r.t 
wilhitS!a!Je!ing. 

READ THIS LABEL: Reacllt:is entire labeland" Io:~:lw all use d rectronS<I'ld 
use precaui'Orls. 

IMPORTANT: Do not expose thihtcn. pelS. 01' o~t:er r-or-Iargel ;Jlli'Tl3:$ ::l 
~cr.ocidcs. To he!;:! \':) pcevenl attidcnls: 

1. Store product no! in use in a kxationout of reach ofclliklren ar-d pets. 
2.Aw'Y bail fllocalions oul of rea::h 01 c'1&ldren. pels. Comes[..c 

ani~a15 and oontarget wik!file, 01 in tarrpef-lesiSlanl baol S~i!.t"Ol"S. 
These 5tarons musi be resisla!ll il destruction by dogs ar-d by 
chilc!ren urxEr Six ytars o! age, and mUllbe used;n a manner !"Ial 
JX8Yent& sud! chikhln frtn rsaching into ba·1 com~arh\eI1:! and 
obtaining bail. II bail ean be SI'Iaken Iror.l staOOfl5 when ll'ey a'e 
IJfted, un~ musl te secured 01' olhorwise illllT'd;litized. Even slrC'l­
ger bait stations are neec!tId ~., nas open 10 hoo;ed ~y!!stxk, 
raC&OO'lS, ee;n, 01' other potenlialr" destructive a/',inals, o;'!n ~·""eas 
prone ~ vandalism. 

J. Dispose 01 prOO.r:tcon!al!lef, andun:JS8d, spoi~ed, a ... :: unconsJ'TIed 
ba.1 as speClfl8d on !his labcl. 

USC: RESTRICTIONS: 
For conlrol of Norway ralS, rool rals and N:luse mICe in and arour.d homes, 
induslria1, commercial, ag-icullural and pub.'ic buddlngs, and sim~;1f 
marwnade Sb'l.JCtllres. ANAL RODENTICIDE may alsote used!n trOlnSpcrt 
vehicles (ships,lra~'ls, akeraftl aM In and around related pori cr.lermrM! 
bt;ik:l!nga:. May also be used in aneys. Do notuse '" sewers. Dc r.o! place 
bail in areas where there is a possb~it¥ 01 conlaminaling load or suI1aces 
Ihal carr.e in dract contact with Food. [XI nr::1 broadcasl bal\. 

SELECTJOH OF TREATMENT AREAS: 
Oelefmina areas nra rats or rNce will most lkely md and COIl$ume Itlt! 
bai\. Generaly, Ihese Me aIoo;Jwa~s, bygnawed opet!:n;!S. in (I" besiCe 
burrows, in comers andconcealed plaros, between lros 3fId ll13::S, (I" i .. 
locatiOns whera rodents (I" their s;gns haYl boon seen. Pro:ecl oar! 1101'11 
ra'n a snow. Remove as much aliemalilJe food as pcssiJle. 

(Cootiroed at !he lOp ollhe rq.t :).'lor.el.) 

Kills Warfarin Resistant Norway Rats 
& House Mice 

Norway rals ilnd f!CLISV mict! fIIay consumo a /(~Ih;;! d05C In one 
focdiflf} wi!,'" {irsl dcad mdelifs appearing four Dr five days il{~f!' 

tffJillmvn/ bf"'gir;s 

ACTIVE INGRED1EN7: firodifacoum; 
3-[3-(4' -BromO-(l, 1 '-bipher.~1)-4-yl)-1 ,2,3 -'-Ielrahydro·l­
nnphlhilr~nY:I·4 ·hydroxy· 2H-l·bc'lZopyran-
2-one, ..... 

INERT INGr:l.ED·!:NTS· .. 

·Conlalrs ["lrll.'llor,i,Jnl £lr.nZ'.la',~ 
'TOTAl. 

0.005% 

..;.$~}.~?~ 
100.000% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
M.1Y va/wrmfui N frll.1f if swo!/ol'l!!d or ,liJ5:)foer1lfJrOl.}l"lh the 
&Jr.;IJ no not gel ill !~y~'s. Oi) $/"';11. Vf Ofl dOlflifig. WiiS" flilnd:; 
after t!<1ndfi/1g Mil. If 5WCI!lOwr.d, cnll .. '1 DhfSici.ll1.1t once. 

NET WEIGHnS ~bs. (11.' '·.C) 
I.'J"'"actU'l!CI by 

S Be!l [.abon\toro,!>', 'ne. 
Madison, WI 53704 

EPA EST. NO. 12"G5-WI.-l EPA.m:.G: ~O. 12455-

DIRECTIONS FOR USE 
(Con!inued lrom lelt par.e!.) 

APPLICATION DIRF.CTIONS: 
RATS: A~p/y J 10 16 ounces 01 bail (usually al il1et'1als of 1510 30 leel) 
pOI placcmonl Maln~ain an u'linlerrupled supply III hesh b.,i: fo; allf:a5! 
10 oay$ 0: u01I! sig'lS 01 ral acnvlly CElCIsa. 
HOUSE MICE: A~ply '!4 ~ 'Iz OL (1-2 level tab!espoOllS) el ~ail pe-r 
p'ac-e-ncnl ill 8· 1:1 12· fool. inlerYilfs. LtrslH placemenls (up !02 oz.) nay 
te reeded at p(lln!solvery high 'Toltse activity. Ma,nlil:n ,In \;l1lnlf'rrlJ~lP.d 
~IPP~f 01 fmsh bil~ lor III reasllS dRy! or lXI!4 signs of n-~!<se a~! ~Ily 
cease. 
RATS AND MICE: Replace conlantnaled 01" spoilad bail in-.'r.F.ldla:ay. 
Collect and diS;::lse elf 11/ ~aad animals and let:OVar tail p·eperly. ,0 
plavent feln!esta:~cn, tiJri: sou:cas 01 rodent iood. wate', and ha~orage 
as mu=r. as posslb'a. /I relnlestation does occur, repeat trF.lalfT1jjnt. Vvlle"e 
a ccnlim.:ol/S IDLirca af int •• ration Is p:.unl. •• Iabi,sh pe'nanenl baot 
slations and rlJI".nlsh as~. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Keep away /rem !lLiMIIJlS. dorrllJStic a",NIl; and pels. 11 SWilr.owed. Ih s 
material moy redu::11 !he C:O:1i'"1! abilty 01 Iha ~ and calise bleedIng 
A"o<tI COlltact .,ttl eyes or dcllhing. Wash lhorot.ojl'y lll'ilh SOilp ani wolDr 
a'tel harl;!lI:\g. :t s .... a!lowed. call a physICian al once. 

NOTE TO PHYS!CIAH: II i~e~, adminiS'llrVilamin K, inlran-uSC\J:arly 
or orally as lI':(1JC;allld on brshydroxyco-.r.wrn O¥erdoses. Repeal as 
necB~saJ)' based 00 n-onilorong 01 pt"olhmmbin ti~. 

ENVIRONMENTAL HAZARDS 
rhlS prodld .aloxic to fish. birds. And wildl Ie. "Jltis j;roc!uc1 C."ln pose a. 
secondary ha..tard 10 brfds 01 play and mamMals Keep oul of lakes. 
SU8ans Of p::ndl. 

STORAGE AND DSPOSAL 
~:l not COfIlamnnte water. bod 01 feed by Sloragl or disposal. 
STORAGE: Store only 111 origmal container. ill a IIry aral in~t8s:ble!o 
r.hidf9n and pets. 
PESTICIDE DiSPOSAL: Wastes resul~ng from !he use of ItHS prodllCI 
m.'y be Ilisposed ot en ske or at an awo'iad was1e disposal1acil ty. 
CONT AlMER DISPOSAL: CoITIpteta1y amply pail. l11I!In dispose 01 eMP)' 
pa.l:n a sanital)' lan:lP-i1 or by ncinerat:on, 01", rf iI;Iowed by Slale ard loca' 
ilul~.ori1ie~. by burnll1~. /I blJ"ned. stay oul 01 SfTIe~e. 

~ 
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