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Attn: S~even G. Oaks, Ph.D. 

Not.: (;l":.ar.-::l~3 i~ latJ~':'ir:g :L!"[e::::".i;;!; ~n subs:.ancc =rom :..hOl'_ ",:..:t:t~p::.",d 1:1 c'::-.r:.ec::io" 'h'i:..t: U:.J..:l !-=<J:;;~:-":~'::-: :,:,:ust. 
tJe "\J:n~l~t".: ~o il.!"'.d <lc:~l.'!;~ed ~y ':..::e Re'J'~"t:-.:;..t,lo .. Ji'~'isi':)n prior:..u <':lH'! c:f -:::(: 1,1:":(" ir. :::-.::>:n:'f"2'~=":!. ::-. a.~:y 
C::>:·:"(·S!-l(:,r,·:i-:::··.::e :)r: ~ hl~~ r~·--:h:·:-t <11 .... ·ays re!~!· ~.() ~~:e ii:l(',~'e :::;;:"A r·esis':.,::aliOTl [:l!mb?~·. 

;:';:"". :he l;.o:t~_~ ): 1::-.L()L.:'~1· .. _~:1 ~\!:"":1i.;;::~d :':., t:ll? '!'"eq:sr.;.~:.~:, ::.1:.:, d~(J"v·'; na;:-.·~::! p,~!'":.i'~i .. ~-r..· is hEr.:::;;·· 
1 '.'~: i :; r -:,: . .., .i . -':: :-,~:":" 1 .~ -:: 0:'1:r:-:: ,.:' J.~ ~ ~ !J':' ~·ed?:·d: ::-r!;("!o:-:-:: i 0:-: i :-:'C", ::'1 :;'.q: c i d';:- a:l'J :<.: ie:-.:. i c i d~ .;,~::. 

i-.e-=:J ;~:.: ,it· ::-. :::: 1:1 r.-:o "'.:l.,. ~.::J ~e C:~:·:-::'::TI:f':"i ,-,,:: '"!:'". (·:::i:.I~·.~:I:.·;ni:'::·. ~;r r<:.'ccr:-.r-::·.:::'.:t:.!u:: c~ :~:i.s !"".LJ.:. , .• ~'! : .:.f- .:'~·~:·.cy 

1::. C!,.iL':· t·. :=-:o::~-::.: t:t::~;:'7.:: a:-rd ,::,' ,'r.-.'i r::,.~.r..r,:o:1:', ~:.o:: ,i'lt~'ll:'~:,::ri,\:-,::.:.r. C·l I:;.:; ~:()-..iC:l. r.i;'Y ~. ~~:.; .. - -:.'0,> ~ .~: ...• ': :)f 

C<I::,:e: l.t-:~ :-;'::1~:7nc·.cr: ::- ,; "C':'!'::icide ~l":. aO:-:O::I1'!'"r.,l:-.("(· Id:h :·,t,,·~ .;"''-:. ':":'\';-' i:\(:C:"~;1:-,1:l'.~:· 0: ,1:""y :.",-", ':'n :·::'.:-.:'-~7.1::':-. 
.... ·1'.:. L·r. :~;_~~.r,c::);: :-f" ':".:·r.C:(l'--: 'o'.'::::! ._:-,::." At;"- i:, : .. .")- :-.-, !,,,~ C"('~"::::.".'.: ri.': ~fiv:'\ri :-'".;0 ~·.··.':;;=:.;::t" ::: .. - I,) 

i-X( l-..;g -: \',-' ,~.: 0: ::t,,:: I:.'C·.- ~.:- ~') 1 -::.';0 l:.si? -::. !.~ ~!d.~; :';'.~-::::. (. : .. ·.'~r~::!. ::y C~.:h.· ~ .:. .. 

Th:, prouuct i, conuitionally registcred in accoruance with nFRA sec. 31 c)(7)L\ i 
provickd lhat you: 

1. Submit and/or cite all uata required fur registration! reregistration of your 

~I'A h)1 :11 ~J II) b v 

product under Jo'II'RA sec. 3(c)(5) whclI the Agency requires all registrants of 
similar proOlIet, to submit such uata; and submit acceptable responses required 
rur reregistration or yuur product unuer foll'RA section 4. Please noll' that the 
Reregistration Eligibility Decision (RED) for Brodifacoum will be issued 
shortly and you should receive a copy or the RED and the generic and 
product-specific Data Call· Ins (DCls). Your technical product and all 
registered end-use produds are suhject to the I"('quiremcnts or the 
Brodirat~oum RED and nCls and you must submit acceptablr responses 
within the timcframe(s) provided in the RED. Ir you do not receive copies of 
the RED and both DCls, please contact Frank Rubis (SRRD/Reregistration 
Branch l) at (703j 308-8184. 

continued on p,2 
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You submitted the following acute toxicity studies to suppc>n your application ior 
registration of FINAL® RODP .. TICIJ>E READY-TO-USE PLACE I'ACS: 
Guideline 81-1, acute toxicit), (~IRID 441634-04); 81-2. aCUle dermal toxicity (:>'-IRID 
441634-05); 81-4, eye irritation (l\-IRID 441634-05): and 8!·5, dermal irritation 
(MRID 441634-06). These studies have been reviewed and are considered acceptable. 
However, you did nO! submit acute inhalation (SI-3) or derma! sensitization (81-6) 
studies for this product; these studies are considered data gaps. Within 30 days of 
receipt of this letter you must indicate, in writing. how you intend to address 
these data gaps. 

Your Confidemial Statement of Formula (CSf) for this product, dated June 10. 1996. 
is conditionally acceptable from the standpoint of efficacy. Your proposed lower 
certified limit for Brodifacoum is equal to the nominal concentration. please check lhe 
proposed lower certified limit. With respect to efficacy. it is ac(eptank for the lower 
certified limit to match the nominal (which was once our general policy). or for the 
lower certified limit to be as low as 0.0045:-1. 

With respect 10 tlte efficacy data you submitted to 'UpPMt label claims for this product 
we have tlte following conUll"ms: 

a. \Ve hav~ concluded dl~H Ill;; basic claims f(l[ comf()liin~ commensal nxkms 
which you have: prOpl),,('J ft)f [I!~~ P!\)Juct Can b(.! a,::~C'p(:?d condilionall: bascj 
Updll tht: etlica..::y data <.lL:..:-=ptcJ for your sl!::~dariy [,\rmu]alcJ l()o.s~-biJ.i[ 

prociuct, 12455-01\. Yc,ur ;'la~erack-penet'diC)n sr"j\' L" rat, i~lRII)" 
4..t2729-(1). and UpO:l y(~ur rcpr~~~:1ral!OIl thaI ~h~ ri~h.:~pac:k n13raiai used ;\.I[ 

1 ~455-0R b identical to [hat u~c'J :"01' your ,cgis[cr~J I3romadiolonc rlacl~p;:..;k 

products. The COIldi[]OIl~ nf this ac..:eptance are lis::~J hd\l\I,.:. 

i. \Vilhin one y.:ar (\f the dale of l:onditiumd ;"cgisrration. you illUS{ 

submit a repon ('It C:i laborah)fY pb..:cpa:.:k-rcllclration srudy (Pro!Oco\ 
1.21X) in which nllUSe mice: are used as [CS[ subjects. 

ii. The label's single-feeding claim wi!1 be limited to Norway rats. 

As the single-feeding claim accepted for house mice for 12455-0N \\'a5 based 
upon rather marginal data, we are not fully confident that slIch claims would 
apply to the placepack prtxiuct 12455-0R. Therefore. we have concluded thaI 
we will not accept the mouse single-feeding claim f,)r this product umil the 
mouse placepack-penetrarion data have been submitted. reviewed, and 
determined to indicate that the bait is likely to perform as well in placepacks 
as it does when presemed without a wrapper Because we expect that the bait 
in placepacks eventually will be eaten by house mice. aUld because the sole 
placepack size for this product would comain less rhan an ounce of bait, we 
have decided not to require users to open the 25-g placepacks applied to 
comrol house mice. 
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b. We bonor your request of August 29, 1997, to have the 25-g placep:!ck size 
he the one considered for this product. Uecause we have conditionally 
accepted the claim that house Illice will penetrate such placepack" wc 
cOIl';ider the labeling submitted on August 27, 1997, for the 25-g 
placcpacks and their outer containcrs to be the rcie"ant laheling for this 
product. 

c. The word "FINAL" may be used in the name of rhis product only if it is 
clearly indicated to be a brand name. Alrhough the surest way to accomplish 
this qualification would be to add the word "BRAND" after "FIY\L", you 
may use the registered trademark symbol ",1<" after "FINAL" provided 

I. that rhe symbol ",;" appears after "fiNAL" each time that it is used 
011 the lahel; and 

ii. that, ill all instances of its use, the symbol "R" is clearly legible and at 
leasr one third as high as the text used for the word ''FINAL'', 

d. The labeling "ACCEPTED with COI\1i\IENTS" is suitahle for packaging 
arran~emems of at least 16 placepacks. The 25-g p!acepacks Illay not be sold 
indi\'idually unless all claims and directions pertaining to the colllwi of 
conll11ensal rats an~ deleted from the label. Rat ciaims may appear nn lahding 
fill" packaging arrztngcments of 4 w 15 placcpa..:ks. pro\"ldctllh~1 ;.m 
appr,)pri.1[c qualifying S[,Helllent is add(:d lO the Olllcf comaiih.:r":-; lahd l~) the 
cfkct that th~ :'UI!t~Uill of hait provided could not be expected to kill nltHt.!' [h,m 
:1 spccifi.:J limiteJ numher of rats. Qualif) iIlg !-,tatemems ror any packaging. 
arrangem~nts which need Ihern must be proposed as amendments allti accepted 
hy [P,\ before such packaging arrallgcmc:ms may he used. 

i\o packaging arrangemCIll& which pertain t() indi\'idual or ll1ultipks of SO-g 
placcpa~ks may he used for this product at this rime. 

e. Specific lahc1ing changes that must be made are indicated under 5. below. 

5. l3efore you release your product tor shipment, the proposed laheling submitted on 
August 27, 1997, for the 25-g size of placcpack must be modified as indicated below, 
These changes must be lIIade both to the label for the place pack and to the label 
for the outer container. 

a. Revise the EPA Registration Number to reae!, "EPA Reg. No. 12455-91. 

b. Delete "and house mice" from the single-feeding claim. 

3 
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c. In the "USE RESTRICTIONS:" subsection of the "DIRECTIONS FOR 
liSE", replace the non· sentence "May also be used in alleys" with the 
sentence 

"This product also may be used in alleys." ., 
d. In the first sentence of the "AI'PLlCATION DIRECTlO:\S:" j(,r "RATS:". 

inserr "imervals of" between "usually at" and "15 to 30 feet". 

e. Change the third sentence of the "APPLICATI01\' DIRECTIONS:" for 
"HOUSE MICE:" to read 

"Two pacs may be applied at poillls of extremely high mouse 
activity. " 

Because the user's options ilre limited to placing one pack or two, and because 
there are no instnlctions for opening packs. thc sentence indicated above is 
adequate for a 25-g placepack product. 

f. On the from panels of Yl)ur labeling. directly under the \\'ord "CACTION," 
insert the following "STATEMENT OF PRACTICAL TREATl\IEl'iT.": 

"ST,\TBIE·:\T OF PRACTICAL TRE,\TMENT 

If S\\'allowed: Call physician or I\)i.;();] Comrol Ccmer. Drink I or 2 .classes 
of \\'at!.!r and induce vomiting by [()ui.:hil1~ back of throat Wilh finger. If 
person is L11l('(lIlSC10lIS. do lIot gi\'~ ,~ny[hillg by mouth and do not illuw.:1! 
vomiting. 
If Oil Skin: \Vash with pknly oC soap anG warer. Gel IllcJical attl!lltilHl if 
sympl0111S p~rsisl. 
If in Eyes: flush eyes \\,1t:1 plenty of W<itl.!r. Call a physician jf irritatiun 
persists. " 

Note: If you cannot fit the aho\'t: STH.:cifieJ Statell!t.:nts of Practical Treatment 
on the placepack label, you must place the "PRECAUTIONARY 
STATE:\fENTS" and "1\OT£ TO PIIYSICIA1\''', revised as indicated under 
g., h., i., and j. below., on [he from panel of [he placepack label and add the 
semence "FOR SPECIFIC STATE:\IENTS OF PRACTICAL 
TREATMENT, REFER TO THE Ot:TER C01\'TAIl'iER LABEL FOR 
TillS PRODUCT." 

g. The "NOTE TO PIIYSICIA1\''' section [hat appears on the front panel of 
your proposed labeling should be inserted JUSt below the last Statemcnt of 
Practical Treatment, but should be clearly distinguished from the Statemems 
of Practical Treatment. In addition. [he first semenee of the "NOTE TO 
PHYSICIAN" section should read "If swallowed, this material may reducc 
the elOlting ability of the biood and cause bleeding." On your proposed label 
this sentence is part of [he "PRECAUTIONARY STATEi\IENTS" and 
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should be moved to the "NOTE TO PII .... 'SICIAN" section. 

11. Below the "NOTE TO PHYSICIAN" section. add an emerf!ency tckpl10ne 
number to call for specialized medical advice. 

I. On you'!: proposed labeling, the "PRECACTIO:\ARY STATEMENTS" 
appear on the frollt panels, these may be moved to either side panel (except if 
the Statement of Practical Treatment do nOl fit on the placepack label. as 
indicated under f. above). In addition, the statement "HAZARD TO 
HUMANS AND DOMESTIC ANIMALS" should be left-justified S0 it is 
clear that this is a subheading subordinate to tile heading 
"PRECAUTIONARY STATEMENTS." Also, delete the "S" in 
"IL\ZARDS." The paragraph under "PRECAUTIONARY STATDfEYfS" 
must also be left-justified and must be revised to read as follows: 

"CALTlON: May be harmful or fatal if swallowed or absorbed thf0ugh lhe 
skin. Causes moderare eye irritalion. Avoid contacl with eyes, skin. or 
c!olhing. Wash thoroughly wilh soap and water afler handling bait. 

I. AllIend the "E:\VIRON:\IENTAL IL\ZARDS" Slalement. as required b~ PR 
""lice 93-3. by deleling the semence "Keep OUl of lakes. Slreams. or ~0njs" 
and replacing it with the follov.'ing: 

'Fdl' l~rre~lrii:!.1 llSeS. do not apply directly to \'''~ller. or [() J.ie;,!.=:, \1,:h:.!i::: :.;.u:-;'act! 

\\,Ha is prcSeill or to intertidal areas. below th~ 1l1t!,aul:i,:ril wate, mark. 

k. ()n the outer carton label onl~·. lhe "STORAGE AI\D DISI'OS .. \L· 
~r:Her1lem must he modified as indic:Heu in PR !\mice 83-3. Specifil.·311~. th~ 

~:a[l!mcm "1)0 nO[ contaminale' water. food, or fcc:d by slura:!::: Of di:::~\Js,:d" 
,:lUS! be added direclly under the heading "STORAGE A:\D DISPOSAL" 
"nd separate Stal,'mcms for "PESTICIDE DISPOSAL" and "COl\T. ... I:\ER 
DISPOSAL" mUSl be added. These Slalemenl.S mUSl i'lciudc dircCli"!l' i,x 
bOlh hOllsehold usc and commercial use as follows: 

"PESTICIDE DISPOSAL: Household lise - Securely wrap original 
container in several layers of newspaper and discard in trash. 
Commercial use - Wastes resulting from the use of lhis prodUCl ma~ be 
disposed of onsite or at an approved waste disposal facililY. 

CONTAINER DISPOSAL: Household lise - Do not reuse empty comailler. 
Discard comainer in trash. 
Commercial lISe - Completely emplY container. Then dispose of empry 
container in sanitary landfill or by incineration, or, if allowed by Slate and 
local aurhorities. by burning. If burned, stay out of smoke." 
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6. Submit two copies of your revised final printcd labeling before you release tile 
product for shipment. 

If lile above specified conditions arc lIot complied wilh. the registratioll will be 
subject to cancellqtion in aq:ordance wilh rlrRA section 6(c). );'our release for shipment uf 
the product bearing the amended labeling constitutes acceptance of th.:se conditiuns. 

Stamped copies of the labeling are enclosed for your records. If you have any 
questions regarding this notice, pleasc call me at (703) 305-5417 or (703) 305-5404, 

Peg Perreault 
Product l'vlanagement Team 4 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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DIRECTIONS FOR USE 

It is a violalion of Faderallaw 10 use this product in a manner 
inconsistent with its labeling. 

READ THIS LABEL: Read lhis enlim label aM lollow all use 
direc1ions and use precautions. 

IMPORTANT: Donot exposa dlildren, pets, orother nonlar
gel animals 10 rodooticides. To he~ to prevent accidents: 

1. Siore product 001 in use in a location oul of reach 
of children and pets. 

2. Apply bail in localioos out of reach of cf1ildren, pets, 
domestic anmals and nontarget wlldlHs, or in lamper
resistant bail stations. Those stations must be resistanl to 
destruction by clogs and by chik::lren underslx yean of age. 
and must be used"in a mamer thai prevents sud'l children 
lrom roaching ~IO boll compal1manls on<! oblalnlng boil_ 
If bail can be shaken from stations when they are lifted, 
units must be sect.red 0( otherwise Irrrnobilized. Even 
stronger bail stations are needed in areas open to hoofed 
IiveslocIc., raccoons, bears, or olherpo~lially destructive 
animals, or in areas prone 10 vandalism. 

3. Dispose of prockJct contai1er, and unused, spoiled, 
and unconsumed bait as specified on this label. 

USE RESTRICTIONS: 
For control of Norway rats, roof rals and house mice in and 
around homes, industrial, commercial, agricullural and pub
lic buildings, and similar manmade structures. FINAL Place 
Pacs may also be used kl transport vehicles ~ships, trains, 
aircraft) and., and arourxl related port or termlllal buildings. 
M<r'f also be used in alleys. Do not use in sewers. Do rot place 
ba~ ill areas where there Is a poss:bilityof contMIilaling lood 
Of surlaces that come in direct contact with tood. Do not 
broad~st bal. 

I See right side panel lor addiliorlSiI DIRECTIONS FOn USE. 

Fi".I@ 
RODEN--:-ICIDE 

READY TO USE PLACE PAC 

KILLS RATS AND MICE 
KILLS WARFARIN RESISTANT NORWAY RATS 

~JlVlay rals ;oj ~o,;e IT;:! rta'j !Xr;l<1; a ~l1,1 OOle • :l1e ieed"rj wiiI 
trst dealllX!01:S 2lj)iaifg I:;r or I~; deis alar lrea:r.rj heg.'lS_ 
AC7tVE tNGAEDt:::N7: 6~c<lilaccurro: 

3-13·(4' ·Bremo·p. r.bi~hcnYII"I'~1).1.2.3 ~·t;olrilhyd:o· 
1.naphthalenVi~.4-,m'OXY'21 ·1·be:lZopy'al'l·2-0!"\Il...... 0.005% 

INERT INGA~DIE S ' ....................................... _. 91 ~~ 
• Conta nl Oena~O"'L!M Ben!oalt -:-O-:-AL 100.000% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

PRECAUTIONARY STAiEMENTS 
HAZAROS TO HUMANS AND OO~ESTIC ANIMALS 

Keep away lWo Il;:r.n, ms-.-c iiT.la:S .m jle~S. H SlI"a:"OfIed, ns :":'\iI:eiiat nay 
redoce t.e c:ct::f"9 atl~~ d :'"Ie b-oo:l ard CCIIS8 bkedrlQ. hi=-! ccmct 1r~ ~5 rI 
clahing. Wa~~ :l'OO:u;hy 'If.h ~ 1"11 wate.' a:le: 'lai"(l'il-l .~ S"oI'd::M'ec". cti a 
pIlySIcll/l at: «ce, 
NOfE ~O N~S!ClAt,· I~ L"Y:tes/e1, a1r.ils~ 1j1~~fV ~ .nl!;!nlliSC"Jar!y 01 ora:~ as 
nxa:ad i1 b~.1r: . .,,~ ?.epoo: as ro::cssary based 00 ncn!~ 
d- pr.I!Ilrartt. ~nes 
ENVIROhWEl\' ilL HAZARDS: :risPi\XI~ is tox:o ~;st, l~saoowi:lil9. -::is p~can 
;mea ~fhaza~~~t '!!Sa p~a;d l".lr.IreS. <eep OI.·.~lakcs, s~'e~s :x~. 

Nel Content>: 200, 0.88 07 (25 GRAMS) 
Min· by: 

_ k· ~illl)r:lt.("'J(~:;. lit:, rr'''If'(~ ( e I II I I 
- I 1'1',\ r:~, T NI) '''~'''"WI'I 

t ... brli!.r.II. WI ',~I'O;: U.S At. r~' 11~~,f,' 

I L Y )-,,---:- :L 
2'"j 

DIRECTIONS FOR USE (continued lrom left side panel) : 

SELECTION OF TREATMENT AREAS: 
DelennillP. areas where rats or mice will most likely find ood 
consume the baft. Generaly, these arc along walls. by 
gnawed open:ngs, in Of besije burrows. in corners and 
concealed places, betwoon Hoors and wal!s. or in locations 
where rodents or lheirsigns have been seen. Project baillrom 
rain or snow. Remove as I1l.ICh aHemative food as poss~, 

APPlICATION DIRECTIONS: 
RATS: Appiy 41016 pacs (usual~ all510 30 leel) per 
placelTlOf1t M.~lain an LJ1~lerl\Jpted supp~ .llresh bp~ lor 
at least 10 days or lJ11i1 there no fonger are S91s 01 frestI rm 
activity. 
HOUSE MICE: PM one pac per placement Space p~ce
menls at S. to 12~fOoi ntervals, Larger placements, up to two 
unopenod paCl. may bo made al pon~ 01 extrome4y high 
mouse adiv~y, Maintain an lIlinarupled supply of fresh bait 
lor at loa5115 days or until there no 1000ger are signs of fresh 
ral activity. 
RATSIMICE: Replace contami'taled or spo~ed ban inmodi· 
a\ely. CoI!oct arK! dispose of an dead animals and lettoverbait 
propErty, To prevent reinfeslation ,limit sources of rodent food, 
'l'/aler, ar.d r.arcoraga as mudl as possible. If reinfeslaiion 
does occur, repeallrealment. Where a conti1uous SOtJ"CS of 
Infesta1ion Is present, establish pe'TTlanent bait slations and 
replenish as needed. 

STORAGE AND DISPOSAL 
STORAGE: Store only n original container, in a dry area 
inaccessible 10 chik:lren and pelS. 
DISPOSAL: Do not reuse empty coniai1er. Securely wrap 
onginal conlainer in several layers of newspaper and discard 
., trflsh,..;.", .. ... 

ACCEPTED 
with COMMEl>l'l'S' 

in EPA (",,""r Dato<!: 

aLI: /(,;; ;717 
'l!:d~':' til<' Fu.~r;~! 1~~'"('d;('iI!I!."r 
Ft;ll~.~i("idl·, l~~lc1. Itl:rl·,':l:i.iric !H·t.~ 
:!..-: ;:1: :('u;!\ ,I. i'll!·.i !-,e p..:'st.i..::iLiIJ", 
1."l'j.~:"'~'..T,'ri n;!dn EPA Hc~~, NI).; 
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