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RESPONDENT’S CONDITIONAL OPPOSITION TO CROPLIFE AMERICA'S
MOTION TO FILE AN AMICUS CURIAE BRIEF REGARDING EXISTING STOCKS
OF CANCELLED PRODUCTS
On April 26. 2013, Cropl.ite America ("CropLife™), as amicus curiae, filed a brief in
support of the April 12, 2013, Reckitt Benckiser LL.C (“Reckitt™) Motion for an Expedited
Determination That EPA’s Fxisting Stocks Decision Is Within The Scope of The Hearing
("Reckitt’s Motion™). The Assistant Administrator for Chemical Safety and Pollution Prevention
("Respondent™) consented to the tiling of CropLife’s amicus brief conditioned upon Respondent
being allowed the opportunity to reply. It is unclear whether the rules governing this proceed g,
40 C.F.R part 164, allow partics to respond to amicus briefs as a matter of right. Accordingly,
Respondent files herewith its reply to CropLife’s amicus brief | in the alternative,

Respondent’s opposition to CropLife’s motion for leave to file an amicus brief.

~1~

PBN1764 PBNX



stocks] on a showing by affected groups that the particular chemical were needed for the
growing season.” S. Rep. at 14,

CroplLife's sccoﬁd contention is that it would be “ironic™ for Congress to have
established a broader scope for cancellation hearings pursuant to FIFRA section 6(¢) and
suspension hearings pursuant to FIFRA section 3(¢)2)(B) than it did for section 6(b)
cancellation hearings. Respondent finds that Congressional choice eminently reasonable.

Unlike the d-CON rodenticides at issue in this proceeding, products cancelled pursuant to FIFRA
section 6(e) or suspended pursuant to FIFRA section 3(cX2XB) are generally not expected to

- . R . . .
pose unreasonable risks to health or the environment.™ A section 6(e) cancellation or section

' For example. regarding cancellations where the Agency has identified particular risk concerns. the Existing Stocks
Policy calls for consideration of: (a) the quantity of existing stocks at each level of the market, (b) the risks resulting
from the use of such stocks. (¢) the benefits resulting from the use of such stocks. (d) the dollar amount users and
others have already spent on existing stocks (which would be lost if distribution, sale. or use were not permitted), (¢)
the risks and costs of disposal or alternative disposition of the pesticide, and (f) the practicality of implementing
restrictions on distribution, sale, or use of existing stocks. 36 Fed. Reg. at 29364.

* Section 6(e) applies only to conditional registrations (often referred to as “me-too™ or “follow-on™ registrations)
issued pursuant to section 3(c)(7). where a person is granted a registration for a product “substantially similar™ to
another product already on the market. conditioned upon the new registrant satisfying certain data requirements in
the future. If that new registrant subsequently fails to satisfy those outstanding data requirements. the conditional
registration is subject to cancellation under Section 6(e), where “[tjhe only matters for resolution at that hearing
shall be whether the registrant has initiated and pursued appropriate action to comply with the condition or
conditions within the time provided or whether the condition or conditions have been satisfied within the time
provided. and whether the Administrator’s determination with respect to the disposition of existing stocks is
consistent with this Act.” Thus a section 6(e) cancellation is about the registrant 's failure to meet its obligations,
and not about a problem with the pesticide product itself. A pesticide cancelled pursuant to section 6(e) is not being
cancelled on account of risks. and. despite cancellation, remains “a pesticide and proposed use [that] are identical or
substantially similar to [a] currently registered pesticide and use thereof. or differ only in ways that would not
significantly increase the risk of unreasonable adverse cffects on the eavironment..™ Section 3(¢)(7)(A).

Simtlarly, suspensions pursuant to section 3(c)(2)(B) are on account to the registrant's failure to comply
with new data requirements imposed after registration, rather than any known problem with the pesticide product
ntself. Section 3(c)(2XB)(iv) likewise provides that “[t]he only matters for resolution at that hearing shall be whether
the registrant has failed to take the action that served as the basis for the notice of intent to suspend the registration
of the pesticide for which additional data is required. and whether the Administrator’s determination with respect to
the disposition of existing stocks is consistent with this Act.” Thus Congress expressly provided that the disposition
of existing stocks would be within the scopes of the two adverse registration actions that are not directly related to
the risks associated with the product itself.

In contrast, the provisions governing risk-based cancellations and suspensions (sections 6(b) and 6(c)) say
nothing about disposition of existing stocks. The Agency’s authority over existing stocks of products cancelled or
suspended pursuant to sections 6(b) and 6(c) comes instead from section 6(a)1): “The Administrator may permit
the continued sale and use of existing stocks of a pesticide whose registration is suspended or canceled under this
section, or section 3 or 4, to such extent, under such conditions, and for such uses as the Administrator determines
that such sale or use is not inconsistent with the purposes of this Act.”
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3(¢)(2)(B) suspension does not result in an adjudicated determination that a product poses
unreasonable risks to health or the environment. Instead, section 6(¢) cancellations and section
3(c)2)(B) suspensions result from a registrant’s failure to generate data or acquire rights to use
the data of others, for products that in most cases are very much like other products that will
remain registered. In contrast. products cancelled pursuant to section 6(b) have been determined
to pose unreasonable risks to man or the environment that require that they be removed from
commerce. Inasmuch as a pesticide product cancelled pursuant to section 6(¢) or suspended
pursuant to section 3(¢)(2)(B) would not be presumed to pose any unreasonable risk, it seems
reasonable that Congress would provide different treatment for existing stocks of such products
and for existing stocks of products cancelled owing to unreasonable risks pursuant to section
6(b).

In summation, CropLife’s substantive contentions are mistaken and provide no support
for Reckitt’s Motion. Respondent has shown that the plain language of the legislative history
CropLife cites does not support its contention that Congress intended that the question of
existing stocks should be at issue in cancellation proceedings. The cited text is instead fully
harmonious with Respondent’s position that FIFRA does not create any right to hearing on the
disposition of existing stocks of product cancelled pursuant to section 6(b). Respondent has
shown that Congress’s express inclusion of existing stocks in the scope of section 6(¢e)
cancellation proceedings and section 3(c)(2)(B) suspension proceedings does not imply that that
existing stocks must therefore be within the scope of section 6(b) cancellation proceedings. The
fundamental difference between the risks associated with products cancelled on account of
unreasonable risk (section 6(b) cancellations) and products cancelled or suspended on account of

registrants failing to meet data requircments (section 6(e) cancellations and section 3(c)(2)(B)
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parties to the proceeding.” Accordingly. in the event that the Administrative Law Judge
determines that part 164 does not allow the response presented above, Respondent opposes

CropLife’s motion for leave to tile an amicus brief’

Respectfully submitted.
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Robert G. Perlis

Scott B. Garrison

David N. Berol

U.S. Environmental Protection Agency
Office of General Counsel (2333A)
1200 Pennsylvania Ave.. N.W.,
Washington, DC 20460
perlis.robert/@epa.gov; 202-564-5636
garrison.scotvaepa.gov ; 202-564-4047
berol.david@@epa.cov; 202-564-6873

' Respondent’s position here differs from its position in Respondent's Response To Motion For Leave To File A
Reply Concerning Reckitt's Motion For An Expedited Determination That EPA’s Existing Stocks Decision Is Within
The Scope Of The Hearing in two major respects. First, Respondent here seeks to establish the rights of fulf parties
to respond to amicus briefs. Second, Respondent opposed Reckitt's request for leave to file a reply because Reckitt
was a moving party that simply failed to write the brief it wished it had written the first time, whereas here,
Respondent was not the movant and has not had a first opportunity to address Amicus’ arguments.
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