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Ms. Victoria Dunnum dHADBSSE By
Bell Laboratories, Inc. —
3699 Kinsman Boulevard zEg

Madison, WI 53704
Dear Ms. Dunnum:

Subject: Contrac Rodenticide Kills Rats and Mice
EPA Registration No. 12455-69
Your Letters Dated May 13 and 22, 1992, and August 10
and 12, 1992

) The Agency has reviewed the submissions referred to above and
has the following comments:

1. In response to your letter of May 13, 1992, we note once
again that we consider 12455-69 to be a "bulk-bait"
product. It may be sold in 1.5-o0z. boxes if all claims
for controlling rats are dropped from the label. As the
new label for this product seems to use "CONTRAC
RODENTICIDE WITH BITREX KILLS RATS AND MICE" as the name
for the product, you will need a different name for the
mouse-only box. "CONTXAC RODENTICIDE WITH BITREX KILLS
MICE" would be acceptable as would some*hing shorter like
% CONTRAC MOUSE BAIT," if it is not already being used for
another product. You must have such new names formally
accepted as additional brand names for this product.

Other places where rat claims would have to be dropped
) from a "mouse-only" label include

a. the "Kills Warfarin Resistant . . ." claim,
b. the "one feeding" claim,
c. the second line of "USE RESTRICTIONS,"

d. the first sentence of "“SELECTION OF TREATMENT
AREAS," and

e. the "RATS" paragraph and the heading "RATS AND
MICE" under "APPLICATION DIRECTIONS."
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The rat and mouse efficacy studies submitted on May 22,
1992, are acceptable and, under our current criteria,
would support the "single-feeding" claim that you have
retained on the label submitted on May 22, 1992. The rat
study was assigned the MRID# 423269-02. The mouse study
was assigned the MRID# 423269-01. These efficacy data
are not applicable to the formulation that was proposed
for this product on August 10, 1992.

The rat and mouse efficacy studies submitted on August
10, 1992, are applicable to the formulation described in
the Confidential Statement of Formula (CSF) dated August
6, 1992. These efficacy studies are acceptable and would
support a true "single-day‘'s-feeding" claim. The rat
study was assigned the MRID# 424360-02. The mouse study
was assign~d the MRID# 424360-01. These efficacy data
are applicable to the formulation that was proposed for
this product on August 10, 1992. We assume that the
formulation described by the CSF submitted on that date
(and dated 8/6/92) 1is what you intend to use for this
product in the future.

We believe that data from laboratory efficacy studies
involving only one day of exposure to ivoxic bait, which
occurs in a standard choice situation, provide better
support for a "single-feeding" claim than do the data
that we have been accepting from 3-day tests. Even on
the one-day test, however, rodents have opportunities to
feed many times. Therefcre, a claim which stated that
the product kills in one feeding would is not be
absolutely correct. What the product has been shown to
do is to kill after one day's feeding.

Because rodents do not die soon after eating lethal doses
of anticoagulant baits, it is misleading to permit
single-feeding or one-day's-feeding claims without adding
a qualifying statement which informs potential users when
the first rodent deaths are likely to occur. We do not
believe that any claims which imply quick results are
justified for anticoagulants.

Despite these considerations, we feel that this product's
having exceeded the 90% mortality criterion in rat and
mouse tests which involved only one day of bait exposure
is a very significant event. Therefore, we have
attempted to develop language which could be added to the
label for your producu to allow it's single-feeding claim
to be somewhat different from those made for other
products for which the claims are based upon the results
of tests which included three days of exposure to toxic
bait. Below, we provide examples of statements that
would be acceptable to us.




"This product has been shown to kill Norway rats
and house mice after one day of feeding. As
Bromadiolone is a slow-acting poison, rodent deaths
should not be expected to occur until 3-5 days
after treatment begins."

“This product can kill Norway rats and house mice
as a result of one day of feeding on it. Rodent
deaths should not be expected to occur until 3-5
days after treatment begins.®

"Norway rats and house mice may consume a lethal
dose in only one day of feeding on this bait. Aas
Bromadiolone is a slow-acting poison, rodent deaths
are not expected to occur until 3-5 days after
treatment begins."

If you decide to use one of these statements, or if you
elect to propose a statement of your own, you must submit
proposed revised labeling which bears the statement which
you would prefer to use. If we were to find the revised
label to be acceptable, you would be able to use it from
then on.

The text of the proposed revised label submitted on May
22, 1992, 1s acceptable. We are concerned that the great
expansion in the amount of label space devoted to the
product's name renders the use directions and
precautionary statements on the label relatively
inconspicuous and somewhiat overemphasizes the claim "WITH
BITREX™," which appears in a star burst.

We concur with your assessment that the actual protective
value of Bitrex in rodenticide baits is questionable.

Our policy has been tu permit this ingredient to be added
to baits -- as long as the baits can be shown to remain
sufficiently palatable to target species -- on the theory
that the bittering agent might "help" and apparently is
not "hurting" product performance significantly. The
second part of our policy nas been to require that label
and advertising statements regarding the presence of
Bitrex in the product be limited to relatively
inconspicuous factual declarations that the ingredient is
in the bait (i.e., no safety claims).

What we prefer to see on labels is an asterisk follcwing
“INERT INGREDIENTS" in the ingredients statement which
refers the reader to a sentence, in relatively fine
print, such as

"This product contains Bitrex."




We are aware of at least one instance in which our Bitrex
policy and good faith have been abused in the advertising
for a rodenticide bait. We intend to rectify this
situation. In the meantime, we hope that such
problematical advertising does not lead to an
"everybody's-doing it" situation in which other companies
abuse the policy in the‘r promotional campaigns in order
to keep pace.

From your letter of May 22, 1992, it is clear that market
pressure was the primary reason why you elected to add
Bitrex to this bait. We are very concerned that the
Bitrex fad will undo the recent gains that have been made
in the pest control industry (and elsewhere, hopefully)
in bait protecticn in recent years. Anticoagulants still
are toxic to warm-blooded animals. Adding Bitrex to
baits does not change this fact and has not been shown to
make these products truly "safer pesticides."

Enclosed is a stamped label for your records. Submit one
copy of the final printed label before releasing the product for
shipment with the revised labeling.

Sincerely yours,

Tt

Robeart 2. Forrest

Proauct Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Enclosure: Stamped label
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