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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20450
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OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Ms. Pat Bieler
Hartz Mountain Corp

400 Plaza Drne W ?3 ’qS}

Secaucus, W1 H7094

Dear Ms. Bieler:

Subject: Proposed Label Amendments Under PRN 96-6 for the Fo! :wing Products:
EPA Reg. No. | Product Name Submission Date
2596-49 Hzmiz 2 in t Collar for Cats 1 April 1998

V| 2396-50 Hzniz 2 in 1 Collar for Dogs i April 1998
2596-62 Hznz 2 in | Flea & Tick Collar for Dogs 25 March 1998
2596-63 Hzriz 2 in 1 Flea & Tick Collar for Cats 25 March 1598
2596-78% Hznz 2 in | Flea & Tick Powder for Cats 10 April 1998
2596-79 Hzanz 2 in 1 Flea & Tick Powder for Dogs 10 April 1698

) 2596-82 Harz 2 in 1 Plus Seven Month Collar for Cats 1 Aprit 1998
2596-84 Hanz 2 in 1 Plus Seven Month Collar for Dogs 1 April 1998
2596-119 Harz Rabon Flea & Tick Dip for Dogs & Cats 29 May 1993
2596-122 Harz 2 in 1 Fast Acting Flea & Tick Spray for Dogs IHl | 29 May 1998
2596-125 Hartz 2 in | Fast Acting Flea & Tick Spray for Cats [II | 29 May 1998
2596-125 Hartz 2 in | Flea & Tick Pump for Dogs I} 29 May 1998
2596-126 Harz 2 in 1 Fiea & Tick Pump for Cats 11 29 May 1998
2596-136 Harz 2 in 1 Flea & Tick Spray for Cats & Dogs 3 June 1998

The labeling referred to above, submitted in connection with registrztion under the
Federal Insecticide, Fungicide and Rodenticide Act, as amended, is acceptz>le provided you
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make the revisions indicated below before release for shipment of any prioduct beanng amended
labeling.

Technical review of your submission dated July 16, 1998, responding to EPA’s June 16,
1998, objection to your request to deviate from the requirements of PR Notice 96-6. has been
completed and supports your request to make some, but not all, of the dewiations reguested for
the above-mentioned products.

artz2in } Har f ats, FPA Re -49:

a. Revise the first sentence of the first full paragraph under DIZECTIONS FOR USE to read
as follows: “Do not use on kittens under 12 weeks of age.” Althouzh the data vou &ited support
use of collars on dogs younger than 12 weeks, those data cannot o< wed for zroducts that are

applied to cats. The statement must be consistent with the definitive wordinz aresentzd in PRN
96-6.

b. Revise the statement concerning debilitated, aged, and mediczted animals to rzad as
follows: "Consult a veterinarian before using this product on debilitatzd. aced. medicazed,
pregnant or nursing animals.”

C. Add the following statement regarding cholinesterase inhiriters: ~Do not vz this product
on animals simultaneously or within 30 days before or after treatment with or expesize o
cholinesterase inhibiting drugs. pesticides, or chemicals. However. flea and tick ecilzrs may be
immediately replaced.” The technical review of the data you cited does net support emitting this
statement from this product label.

Hartz 2 in 1 Collar for Dogs, EPA Reg. No. 2596-50:

a. Revise the first sentence of the first full paragraph under DIKECTHONS FOR USE 1o read
as follows: “Do not use on puppies under 6 weeks of age.” Although the statzment. ~lis not
advisable to use this collar on puppies less than 6 weeks of age,” had teen nreviouslv approved
by the Agency. the statement must now be revised to be consistent w1t the dzfinitve ~ording
presented in PRN 90-6 to clearly indicate the minimum age of animak.

b. After the statement, “Consult a veterinarian before using the product on debaiitzted, aged,
or medicated animals,” insert the following statement: “If used on przgnant or nursing dogs, do
not replace collar until the puppies are at least 6 weeks old.”

c. Add the following statement: “Do not use this product on animals stmuhaneously or
within 30 days before or after treatment with or exposure to cholineste-ase infubitimg drugs.
pesticides, or chemicals. However, flea and tick collars may be immediately rzplaced.”™ The

technical review of the data you cited does not support omitting this stztement from is product
label.
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a. Revise the first sentence in the paragraph that follows the list of pests controlled to read
as follows: "Do not use on puppies under 6 weeks of age.”™ Although the staternent. “lIt is not
advisable to use this collar on puppies less than 6 weeks of age.” had been previously approved
by the Agency. the statement must now be revised to be consistent with the definitive wording
presented in PRN 96-6 to clearly indicate the minimum age of animals.

b. After the statement. “Consult a veterinarian before using the product on debihtated. aged.
or medicated animals.” insert the following statement: “If used on pregnant or nursing dogs. do
not replace collar unuil the puppies are at least 6 weeks old.”

C. Include the company or Animal Poison Control Center telephone number on the label so
consumers can call for the purpose of receiving information concerning proper use of the product
and specific actions to take 1n case of emergencies.

d. Add the following statement: “Do not use this product on animals simulianeously or
within 30 days before or after treatment with or exposure to cholinesterase inhibiting drugs.
pesticides, or chemtcals. However, flea and tick collars may be immediately replaced.” The

technical review of the data you cited does not support omitting this statement from this product
label.

Hartz 2 in 1 Flea & Tick Collar for Cats, EPA Reg. No. 2396-63:

a. Revise the first sentence of the first full paragraph under DIRECTIONS FOR USE to read
as follows: “Do not use on kittens under 12 weeks of age.” Although the data vou cited support
use of collars on dogs vounger than 12 weeks, those data cannot be used for products that are

applied to cats. The statement must be consistent with the defimtive wording presented in PRXN
96-6.

b. Revise the statement concerning debilitated, aged. and medicated animals to read as
follows: *Consult a veterinarian before using this product on debilitated, aged, medicated.
pregnant or nursing animals.”

c. Add the following statement regarding cholinesterase inhibitors: “Do not use this product
on animals simultaneously or within 30 days before or after treatment with or exposure to
cholinesterase inhibiting drugs, pesticides, or chemicals. However, flea and tick collars may be
immediately replaced.” The technical review of the data you cited does not support omitting this
statement from this product label.

d. include the company or Animal Poison Control Center telephone number on the label so
consumers can call for the purpose of receiving information concerning proper use of the product
and specific actions to take in case of emergencies.

e



Hartz 2 in 1 Flea & Tick Powder for Cats. EPA Reg. No. 2596-78:

a. Revise the fifth sentence in the paragraph under PRECAUTIONARY STATEMENTS to
read as follows: “Do not use on kittens under 12 weeks of age.”™ Although the data you cited
support use on dogs younger than 12 weeks, those data cannot be used for products that are

applied to cats. The statement must be consistent with the definitive wording presented in PRN
96-6.

b. Revise the statement concerning debilitated, aged, and medicated animals to read as

follows: “Consult a veterinarian before using this product on debilitated, aged, medicated,
pregnant or nursing animals.”

c. Add the following statement regarding cholinesterase inhibitors to the
PRECAUTIONARY STATEMENTS: Do not use this product on animals simultaneously or
within 30 days before or after treatment with or exposure to cholinesterase inhibiting drugs,
pesticides. or chemicals. However, flez and tick collars may be immediately replaced.” The

technical review of the data yvou cited does not support omitting this statement from this product (
label.

Hartz 2 in 1 Flea & Tick Powder for Dogs, EP A Reg. No. 2596-79:

a. Revise the fifth sentence in the pzragraph that follows “CAUTION” to read as follows:
Do not use on puppies under 6 weeks of age.™ Although the statement, “It is not advisable to
use this collar on puppies less than 6 wezks of age,” had been previously approved by the
Agency, the statement must now be revisad 1o be consistent with the definitive wording
presented in PRN 96-6 to clearly indicate the minimum age of animals.

b. After the statement, “Consult a veterinarian before using the product on debilitated, aged,
or medicated animals,” insert the following statement: “If used on pregnant or nursing dogs. do
not retreat until the puppies are at least 6 weeks old.” (

c. In the precautionary paragraph. zdd the following statement: “Do not use this product on
animals simultaneously or within 30 days before or after treatment with or exposure to
cholinesterase inhibiting drugs, pesticides. or chemicals. However, flea and tick collars may be

immediately replaced.” The technical review of the data you cited does not support omitting this
statement from this product label.

Hartz2 in 1 Plu ven Month Collar for Cats Rep. No. 2596-83:

a. Revise the first sentence in the first full paragraph under DIRECTIONS FOR USE to read
as follows: “Do not use on kittens under 12 weeks of age.” Although the data you cited support
use on dogs younger than 12 weeks, those data cannot be used for products that are applied to
cats. The statement must be consistent with the definitive wording presented in PRN 96-6.
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b. Revise ihe statement concerning debilitated. azed. and medicated animals to read as
tollows: “Consult a veteninanan beforz using this product on debilitated, aged, medicated.,
pregnant or nursing animals.”

C. Add the following statement regarding cholinesterase inhibitors: “Do not use this product
on animals simultaneousiy or within 30 days betore or after treatment with or exposure to
cholinesteras= innbiting drugs. pesticides. or chemicals. However, tlea and tick collars may be
immediately replaced.” The echnical review of the d2:a vou cited does not support omitting this
statemeni from this praduct label.

d. Delets the phrase: ™. . or augment HS activity with znother product registered for this use.
such as Hartz 2 1 1 Flz2a and Tick Powder or Sprav.” from “he sentence which begins, “Under
conditions where cats zre exposed to severe flea and tiek inrzstations. . .. This phrase
contradicts the required statement in comment o aboyv 2.

) Hartz 2 in 1 Plus Seven Month Collar for Dogs, FPA Reg. No. 2596-84:

a. Razviss the firet sentence in the paragraph under DIRZCTIONS FOR USE to read as
tollows: “Do not use en puppies under 6 weeks ot aze.” Although the statement, “It is not
advisablzs to uze this cellar on puoptes less than 5 weeks of zge.™ had been previously approved
by the Agency. the stzzzment must now be revizad 10 be corsistent with the defimtive wording
presented in PN 96-A 10 clezsiv indicate the minimum age of 2nimals.

b. Adfter the statement. “Consult a veterinanan tefore using the product on debilitated, aged,
or medicated 2mmals.” insert the following statzment: “If usad on pregnant or nursing dogs, do
not replace collzr unu! the purries are at least & wesks old.”

c. Add the {ollowing statement: "Do not use this product on ammals simultaneously or
within 30 day: before er after trzatment with or exposure to cholinesterase inhibiting drugs,

) pesticides. or chemicals. However, flea and tick collars may be immediately replaced.” The
technical review of the dzta veu cited Joes not suppert omiring this statement from this product
label.

d. In several placzs on the label. the word ~cat” appears where it should say “dog”. Since
this product 1s for use only on dogs, replace every instance of the word *“cat” with the word
“dog™.

a. Replace the rerreatment interval with a specific time interval. “Repeat as needed for
control” does not meet the PR Notice 96-6 criteria for product specific statements. You need to
provide a specific number of days or weeks in the reapplicaton limitation statement, taking into
consideration zfficacy and domestic animal safety data. to meet the requirement of PR Notice 96-
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6, Section 1V, No. 3.

b. Revise the last sentence in the paragraph under DIRECTIONS FOR USE to read as
follows: Do not use on kittens under 12 weeks of age. ot puppies under 6 wecks of age.”
Although the data you cited support use on dogs younger than 12 weeks, those data cannot be
used for products that are applied to cats. The statement must be consistent with the definitive
wording presented in PRN 96-6.

c. Revise the third sentence under PRECAUTIONARY STATEMENTS to read as follows:
“Do not use on kitens under 12 weeks of age. or puppies under 6 weeks of age.”

d. Revise the statement concerning debilitated. aged. and medicated animals to read as
follows: ~Consult z vetzrinarian before using this product on debilitated. agac. or medicated dogs
or cats, or pregr:ant or nursing cats. 1f used on pregnant or nursing dogs. de not retreat until the
puppies are at ieast 6 weaeks old.”

+

e. Add the following statement regarding cholinesterase inhibiiors 1o e
PRECAUTIONARY STATEMENTS: “Do not use this rroduct on animals sinultaneously or
within 30 days beiere or after treatment with or exposure to cholinesterase imubiting drugs.
pesticides. or chemicals. However, flea and tick coliars may be immediate.y rzplacad.”™ The
technical review of the data vou cited does not support omitting this siatemnzat from this product
label.

a. Replace the reanplication limitations with a specific time interval. “Evzry faw days.” and
“as needed.” de net meet the PR Notice 96-6 criteria for product specific stztzments. You need
to provide z specitic number of days or weeks in the rezpplication limiation stztenpent, taking
into considzration ¢fficacy and domestic animal safety deta. to meet the recuirsment of PR
Notice 96-6, Secuion IV, No. 3.

b. Revise the fth sentence in the paragraph that follows "CAUTION™ to read as follows:
Do not us¢ on puppies under 6 weeks of age.” Although the staternent, “Tt 1= not advisable 1o
use this coliar on puppies less than 6 weeks of age,” had been previously approved by the
Agency. the staterment must now be revised to be consistznt with the definiuv: wording
presented in PR §6-6 10 clearly indicate the minimum zge of animals.

c. Afizr the statement, “Consult a veterinanan before using the product cn debilitated, aged.
or medicated animzls,” insert the following statement: “If used on pregnant or nursing dogs, do
not retreat until the puppies are at least 6 weeks old.™

d. In the directions for use, add the following statement: “Do not use this product on animals
simultanecus!y or within 30 days before or after treaumnent with or exposure 1o chohinesterase
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inhibiting drugs. pestictdes, or chemicals. However. tlea and tick collars may be immediaiely
replaced.” The technical review of the data you cited does not support omitting this statement
from thas product label.

Hartz 2 in 1 Fast Acting Flea & Tick Spray for Cats 111, EPA Reg. No. 2596-123:

a. Replace the reapplication limitations with a specific time interval. “Every few days.” and
“as needed,” do not meet the PR Notice 96-6 criteria for product specific statements. You need
to provide a specific number of days or weeks in the reapplication limitation statement, taking
into consideration efticacy and domestic anima! safzty Jdata. 1o meet the requirement of PR
Notice 96-6, Section IV, No. 3.

b. Revise the fourth sentence in the paragraph under PRECAUTIONARY STATEMENTS
to read as follows: Do not use on Kittens under 12 waeks of age.” Although the data you cited
support use on dogs younger than 12 wezks, those datz canrot be used for products that ars

applied to cats. The statement must be consister:t with the deiinitive wording presented in 2RN
96-6.

c. Revise the statement concerning debilitated. azed. and medicated animals to read s
follows: “Consult a veterinarian before using this precuct ont debilitated, aged. medicated.
pregnant or hursing animals.”

d. Add the following statemnent regarding cholinesterasz inhibitors to the
PRECAUTIONARY STATEMENTS: Do not use this product on animals simultaneously or
within 30 days before or after treatment with or axposurz 1o cholinesterase inhibiting drugs.
pesticides. or chemicals. However. flea znd tick collar: may be immediately replaced.” Tre
technical review of the data you cited dees not suppect omithing this statement from this praduct
label.

a. Below PRECAUTIONARY STATEMENTS. zfzer the statement. “Consult a veterizarian
before using the product on debilitated, aged, or mediczzzd énimals,” insert the following
statement: ~If used on pregnant or nursing dogs. do not retreat until the puppies are at least 6
weeks old.”

b. In the directions for use, add the following stztement: "Do not use this product on animals
simultaneously or within 30 days before or after treaiment with or exposure to cholinesterase
inhibiting drugs, pesticides, or chemicals. However. flea and tick collars may be immediately
replaced.” The technical review of the data you cited does not support omitting this statement
from this product label.

c. Since the active ingredient and concentration in this product is identical to EPA Reg. No.



NERSAL U CERTRRIRI, - VTIPS PRI WUWILL Y NS AU

2596-122, this product should also have a statement on the front panel of the label indicating that
it kills fleas and ticks.

d. Under ~Directions for Use” delete the statement, “Use on bedding and other areas as
needed.” No directions are given for spraying inanimate objects.

EPA

a. Revise the last sentence in the paragraph under PRECAUTIONARY STATEMENTS to
read as follows: “Do not use on kittens under 12 weeks old.” Although the data you cited
support use on dogs younger than 12 weeks, those data cannot be used for products that are

applied to cats. The statement must be consistent with the definitive wording presented in PRN
96-6.

b. Revise the statement concerning debilitated, aged, and medicated animals to read as
follows: “Consult a veterinarian before using this product on debilitated, aged, medicated.
pregnant or nursing animals.”

c. Add the following statement regarding cholinesterase inhibitors to the
PRECAUTIONARY STATEMENTS: “Do not use this product on animals simultaneously or
within 30 days before or after treatment with or exposure to cholinesterase inhibiting drugs,
pesticides, or chemicals. However, flea and tick collars may be immediately replaced.” The

technical review of the data you cited does not support omitting this statement from this product
label.

d. Under “Directions for Use” delete the statement, “Use on bedding and other areas as
needed.” No directions are given for spraying inanimate objects.

e. Please note that since the active ingredient and concentration in this product is identical to
EPA Reg. No. 2596-123, this product should also have a statement on the front panel of the label
indicating that it kills fleas and ticks.

artz2in 1 Flea ick Spra t PA Reg. No. 2596-

a. Revise the last sentence under PRECAUTIONARY STATEMENTS to read as follows:
“Do not use on kittens under 12 weeks of age, or puppies under 6 weeks of age.” Although the
data you cited support use on dogs younger than 12 weeks, those data cannot be used for

products that are applied to cats. The statement must be consistent with the definitive wording
presented in PRN 96-6.

b. Revise the statement conceming debilitated. aged. and medicated animals to read as
follows: “Consult a veterinarian before using this product on debilitated, aged, or medicated dogs

(



9/i1

or cats. or pregnant or nursing cats. 1f used on pregnant or nursing dogs. do not retreat unil the
puppies are at least 6 weeks old.”

c. Add the following statement regarding cholinesterase inhibitors to the
PRECAUTIONARY STATEMENTS: “Do not use this product on animals simubtancously or
within 30 days before or after treatment with or exposure to chohinesterase inhibiting drugs.
pesticides, or chemicals. However. tlea and tick collars may be immediately replaced.” The

technical review of the data you cited does not support omitting this statement from this product
labe..

d. Under “Directions for Use™ delete the statement. “Use on bedding and other areas as
neeled.” No directions are given tor spraying inanimate objects.

Submit two copies of your final printed labeling for each product before you release the
procucts for shipment. Stamped copies of the labeling are enclosed for your records.

If you have any questions regarding this letter, please contact John Leahy of my team at
(7031 305-6703.

Sinczrely,

George T. LaRocca ~

. Product Manager 13
Insecticide Branch
Registration Division (7503C)
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FRONT PANEL EncloSwurse F— 9/! (

FOR DOGS WITH NECKS TO 217
LONG TERM PROTECTION

LONGLIFE 90 DAY COLLAR

FOR DOGS
With Rabon®-~

KILLS FLEAS « KILLS TICKS

With Deodorant (Opt: 2nal Copyv)
Fresh Deodorant Scen:  (Optional Copy)
Watarproot  (Optiona. Copy)

ACTIVE INGREDIENT: BY WEIGHT (No=.)

Tetrachlorvinphos (CAS £ 22248-79-9) ...... .. .. 14.55%

OTHER INGREDIENTS . ... ............... 83.45%
TOTAL 100.00%

CONTENTS: 1 COLLAR
NET WT.0.670z 19 ¢

CAUTION: Do not let children play with this collar
(See back panel for ingredient statement.)
(See back panel for complete directions for use.)
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BACK PANEL ’ / ‘

READ ENTIRE LABEL BEFORE EACH USE.
USE ONLY ON DOGS

DIRECTIONS FOR USE
It is a violation of Federal taw to use this product in a manner Inconsister? with 1 zbeling.

REMOVE COLLAR FROM PACKAGE, UNROLL AND STRETCH TO ACTIVATE ~SECTICIDE
GENERATOR

Itis not advisable to use this collar or similar pesticides on puppies l2ss than 6 wetkis of aze. Do not
unroll collar until ready to use. Place the Longlife 90 Day Brand ™ collar ardend deg s n2dv, adjust for
proper fit, and buckle in place. The collar must be worn loosely 1o a2llow i zrowth 2f the d0g and to
permit the collar to move to move about the neck. Generally, 2 proparlv finzé rollar is one that when
fastened will snugly slide over the dog’s head. Leave 2 or 3 inches o the w21z for 2xtra adinsment and
cut off and dispose of the extra length. Consult a veterinarian tefors sing this prodect on 2:hiinated,
aged or medicated animals. Sensitivity may occur after using ANY pesticids rooduet 1o pets. Some
animals may become irritated by any collar if it is applied oo tghtly. IF thiz cocurs feosen voe collar, 1Y
irritztion continues, remove the collar from the animal, If signs of senzthivity cozur remmove thz collar and
bathe your pet with mild soap and rinse with large amounts o7 water. If sigis conilnee, zonsti a
veterinarian immediately, The collar is intended for use only 25 an insacticids generatas

For continuous flea protection under normal conditions, replace the collzr every 3 months. Under
conditions where dogs are expesed to severe {lea infestation it mav be necesuuy to rzplage the cellar
everv 2 months. Collar will kill ticks, including Rocky Mountzim Weed Tice czrrier of Pocry Mountain
Spotted Fever, and the Deer Tick, which may carry Lyme Disezze. for &3 2zt and cosiimue to 212 in their
control an additional 30 days. The dog should be examined from “ime o timr ane the collar ripizeed
when mature tick or flea populations begin to appear. Wetting il not imypzir the collr's effzctivaness or
pet’s protection. If the dog goes swimming or is out in the rain it iz noi nezeszary 10 remeve ©z collar
The Longlite 90 Day Brand collar may be worn with a regular coilzr,

DISPOSAL - Do not use empty pouch. Dispose in trash collectiorn.

FOR INFORMATION AND IN EMERGENCY CALL: 1-800-33 - XXX

EPA Reg. No.2596-50  EPA Est. 2596-NJ-1

U.S. PATENT NO. 3,944,662
OTHER FOREIGN PATENTS ISSUED AND PENDING

©THE HARTZ MOUNTAIN CORPORATION

Secaucus, New Jersey 07094 ‘ D

Made and printed in the U.S.A.

*Rabon is the Hartz trademark for Tetrachlorvinphos o
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