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This product iy conditionally registered in accordance with FILFRA sec. 3en7)A)

l. Submit and/or cite all data required for registration’ reregistration of your
product under FIFRA sce. 3(c)(3) when the Agency requires all registrants of
similar products to submit such data; and submit acceptable responses required
for reregistration of your product under FIFRA section 4. Please note that the
Reregistration Eligibility Deciston (RED) for Brodifacoum will be issued
shortly and you shouid receive a copy of the RED and the generic and
product-specific Data Call-Ins (DCIs). Your technical product and all
registered end-use products are subject to the requirements of the
Brodifacoumm RED and DCIs and you must submit accepiable responses
within the timeframe(s) provided in the RED. If vou do not receive copies of
the RED and botih DClIs, please contact Frank Rubis (SRRD/Reregistration
Branch I) at (703) 308-8184.
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You submitted the following acute toxicity studies to support your application for
registration of FINAL* RODENTICIDF.. Guideline 81-1, acute oral toxicity (MRID
441634-04); 81-2, acute dermal toxicity (MRID 441634-03); 81-4, cye irritation
{MRID 441634-06); and £1-5, dermal trritation (MRID 441634-07). These studies
have been revibwed and are considered acceptable. However. you did not submit
acute inhalation (81-3) or dermal sensitization (81-6) studics 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.

You submitted two Confidential Statements of JFormula (CSFs) for this product. one
dated June 10, 1996 and the second dated November 13, 1996, As discussed under
items 4.b. and c. below, there are slight differences between the two CSFs. You
indicated in a letter daied August 27, 1997 that the test bait used in the efficacy trials
for this product corresponded (o the formulation described in the CSF dated June 10,
1996. The CSF dated June 10, 1996 is conditionally acceptable from the standpoint
of efficacy. However, your proposed lower certified limit {or Brodifacoum is equal
to the nominal concentration, please check the proposed lower certified limit. With
respect to efficacy. it is acceptable for the lower certified liait to match the nominal
(which was once our general policy). or for the lower certified limit to be as low as
(1.0045%..

With respeet to the efficacy data vou submiued to support abel claims for this product
we have the following conments:

a. The results of the one-day rial (MRHD# 443600-01) exceed the criterion of
90% maorality and suggest that the bait is palatzble 1o male house mice but
not 1o female house mice.  You should consider aliering this formulation to
inprove its general palatability to house mice.

b. We note that. as described by information included witl your longer leiter of
August 27, 1997, the test bait used in the rat efficacy studies deseribed in
reports filed under MRID Nos. 440444-02 and 442730-01 corresponded in
compasition to the nominal concentrations of ingredients identified for 12455-
ON in the Confidential Statement of FFormula (CSF) dated June 10, 1996.
There are some slight discrepancies between the test bait and the formulation
described by the CSI dated November 13, 1996.

c. Data from laboratory efficacy tests in which laboratory Norway rats and
laboratory house mice were offered the formulation described by the CSF
dated June 10, 1996, for a single day are adeguate to support the single-
feeding claim proposed for this product.
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d. The word "FINAL™ may be used in the naine of this product only if it is
clearly indicated to be a brand namie. Although the surest way to accomplish
this qualification would be to add the word "BRAND” after "FINAL", you

may use the registered trademark symbol "®" after "FINAL" provided

. “Yihat the symbol "*" appears after "FINAL" each time that it s used
on the label; and

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

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

Before you release your product for shipment, the proposed labeling submitted 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."
t. On the left panel or your label, in the "USE RESTRICTIONS:" subsection

of the "DIRECTIONS FOIt USE", replace the nan-sentence "May also be
used in alleys” with the sentence

"This product also may be used in alleys.”

C. On the fromt panel ol your fabel under the word "CAUTION," delete
the paragraph beginning with "May be harmiul...” and ending with
"call a physician at once.” Replace this paragraph with the (ollowing
"STATEMENT OF PRACTICAL TREATMENT," directly under the
word "CAUTION":

"STATEMENT OF PRACTICAL TREATMENT

If Swallowed: Call physician or Poison Control Center. Drink 1 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 PHYSICTAN" section that appears on the right panel
ol your proposed label 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 PHYSICIAN" section should read
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"I swallowed, this material may reduce the clotting ability of the blood
and cause bleeding.” On your proposed label this sentence is part of
the "PRECAUTIONARY STATEMENTS" and should be moved to
the "NOTE TO PHYSICIAN" section.

Below the "NOTE TO PIIYSICIAN" scction, add an CMEFEENCy
telephone number (0 call for specialized medical advice.

On the right panel of your proposed label, the statement "HHAZARD
TO HUMANS AND DOMESTIC ANIMALS" should be left-justified
s0 it is clear that this is a subhcading subordinate to the heading
"PRECAUTIONARY STATEMENTS." Also, delete the "S" in
"HAZARDS." The paragraph under "PRECAUTIONARY
STATEMENTS" must also be left-justificd and must be revised to read
as follows:

"CAUTION: May be harmful or fatal if swallowed or absorbed
through the skin. Causes moderate eye irritation.  Avoid contact with
eves, skin, or clothing. Wash thoroughly with soap and water afier
handling bait.

Amend the "ENVIRONMENTAL HAZARDS" stutenient, as recsired
by PR Notice 93-3, by deleting the sentence "Keep out of lakes.
sireams, or ponds” and replacing it with the following:

“Do not apply directly to water, or to areas where surface water i3
present or o intertidal areas below the mean high water mark.”

The "STORAGE AND DISPOSAL" statement must be modified as
indicated in PR Notice 83-3. Specifically. the PESTICIDE
DISPOSAL" and "CONTAINER DISPOSAL" scctions must be
amended to include directions for botht household use and commercial
use as follows:

"PESTICIDE DISPOSAL: Houschold usc - Sccurely wrap original
container in several layers of newspaper and discard in trash.
Commercial use - Wastes resulting from the use of this product may
be disposed of onsite or at an approved waste disposal facility.

CONTAINER DISPOSAL: MHouschold use - Do not reuse container.
Discard container in trash.

Commercial use - Completely empty pail. Then disposc of empry pail
in sanitary landfill or by incineration, or, if allowed by state and local
authorities, by burning. If burned, stay out of smoke."
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6. Submit two copies of your revised final printed labeling before you release the
product for shipment.

If" the above specificd conditions are not complied with, the registration will be
subject w cancellation 1n ac«.ordance with FIFRA section 6{(¢}. Your rclease for shipment of
the product bearing the aménded labeling constitutes acceptance of these conditions.

A stamped copy of the labeling is enclosed for your records. If you have any
questions regarding this notice, please call me at (703) 305-5417 or (703) 305-5404.

Sincerely yours,

™
/:ﬁ//MuWVM"

Peg Perre‘lult

Product Management Team 4

Insecticide-Rodenticide Branch
Registration Division (7505C)
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__KILLS RATS AND MICE -,

DIRECTIONS FOR USE
Ttis a violation of Federaf Taw 10 use tis procdcl 21 2 maaner ncorsisient
with its fabe’ing.

READ THIS1LABEL: Readttis entire labetand kot'ow alluse d rechons and
use precaubons.

IMPORTANT: Do not expose chikden, pets. of o'hes rortargel animads '
ocerticides. To hek to peevent acsidents:
1. Store product nat inuse in a koeationout of reach of chikdren ard pets.
2.Apply bait in locations out of reach of cheidren, pets, comesle
animals and nontarget wildSle, of in tatrperreqigtan dait s'ators.
These stations musi be resisiant fo destruction by dogs ard by
chidren undet six years of age, and must be uged .n a manner thal
prevants such children trom reaching into bat compartments and
oblainirg badt. [f bail can be shaken fror stations when they are
Ited, unds musl ke secured of othorwise immobikized. Even skcn-
ger bait stations are needed in areas open I hoo'ed dvastack,
raccoons, bears, or other palentially destructive animals, o: 'n areas
prone 1o vandakism,
3. Cispose of prockact contamer, andunusad, spoled, ans! uncons amed
bait as spacified on this label.

USE RESTRICTIONS:

For control of Norway rats, rool rats and house mice in and arourd homes,
industrial, commercial, N:{hlmal and public bunldings, and simiiv
manmade structures, FINAL RODENTICIDE may alsobs used intransper
vehicles (ships, Irains, aixcraff) and n and around relaled port or lermemat
buildengs. May also be usad in aIIT. Do notuse m sewsrs. Oc ro! place
baif in areas whers there is a possbility of confaminating lood or surlaces
thal ¢oree in direct contact with food. Do nol broadcast bat.

SELECTION OF THEATMENT AREAS:

Detarmina areas where rats of mice will most kkely Fnd and consume the
bail. Generaly, thesa are alon: wa!s.by%r;a tperngs, in of besice
burrows, in comars and concealed places, batwean fooes and wals, Of in
locations whera rodents of their signs hava bean seen, Protect oait liom
ra’n or snow. Remove as much allemaiive jood as possible.

{Contirued at the kop of e noht sarel.)

Kills Warfarin Resistant Norway Rats
& House Mice

Norway rals and house rice may consume a letha! cose m one
foeding with hirs! daad rodenits appsaning iour or five days after
freatment beging

ACTIVE INGREDIENT: Brodifacoum;
3-{3-{4' -Bromo-[1,1-bipheryl}-4-yl}-1,2,3 4-1elrahydro-1-
y']-4-lydroxy-2H-1-beazopyran-
e e 0.605%

0;
il

-, 59.925%
100.000%

INERT INGREDENTS ... e s
TOTAL
*Contairs Benaforiam Benzoat:

KEEP OUT OF REACH OF CHILDREN
CAUTION

May be harmui e faiad i swa¥owed or absorbert through the
chin o not gat i ayes. o shin, or on clolhing. Wasth kands
after handling bait. If swallowed, call & physician al once.
NET WEIGHT 25 tbs. (1.2 1¢)

Mawfactured by

Bell Laboratories, 'nc.
Madison, WI 53704

EPA EST.NO. 12455-Whk1  EPAREG, RO, 12455-

DIRECTIONS FOR USE
{Continued Iram foh parel}

APPLICATION DIRECTIONS:

RATS: Apply 3o 16 ources of bait (usually a\ inlervals of 15 to 30 leel)
poz placemant Main:ain an uninterrupled supply of resh hait for atteas!
10 0ays 0z unli signs ol ral actwity cease.

HOUSE MICE: Agply /4 0 V2 o2 (1-2 ievel ablespoons) ¢f Sait per
placeTent at 8- 15 12: lootintervals, Larget placements {up to 2 02.) may
b reeded at peints of very high outse activty. Mainta:n anuninterrupted
supply of frash hail for at Irast 15 days or untd signs of mause act wiy

cHase.
RATS AND MICE: Repiaca coraminaled or spciled Lait immadiaie’y.
Collect and disgose of al dead animais and lefiover tait grcperly. o
prevent reinfestatcn, imk sources of rodent food, wate, and ha-tborage
as muzk as possit’s. Hrainfestation does occur, repeatl traatment. Where
a centimeous sourca of miestalion |8 p:essnl, ealabhsh parranent bat
siations and rep'erish as hesded.

PRECAUTIOHRARY STATEMENTS
HBAZARDS TO HUMANS AND DOMESTIC ANIMALS

Keep away frem huraang, demastic animals and pats. Il swaliowed, th s
material may reduce the tlotting abi:P« of tha blocd and causa bleeding
Aededconlact wth eyes o dothing, Wash thoroughty with soap and water
a'ter hanzliag. i swallowed, call & physician al orce.

NOTE TO PHYSICIAM: lfingasted, admimistsr Vitarin K, intrarr uscularky
or cralty as irdicatpd i bishydroxycounann overdoses. Hepeal as
necessary based on monitonng of prothrombin timas.

ENVIROMNMENTAL HAZARDS
Thes product 8 toxic ta fish, birds, and wild| fa, This product ean pose a
sacondary hazard to bads of prey and mammats Keep oul of lakes.
strgams of ponds.

STORAGE ARD DISPOSAL
0 nol contaminnte water. ood or feed by slorage or dispasal.
STORAGE: Stere only in erigenal container. in a ary area inaccess'ble 'o
chidran andg pats.
PESTICIDE DISPOSAL: Wastes resulling from the usa of thes produet
may ba cisposed of ¢n sie or at an approved waste disposal lacil ty.
CONTAIMER DISPOSAL: Completsly smply pail. Then disposa of arpy
palin & sanitary landfil or by ncingration, o1, f aidowed by state ard loca
authorifies, by burning. If buned. s1ay out ol smcke.
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