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Syllabus

The Environmental Protection Agency’s Pesticide Program Office (“Pesticide
Program” or “Program”) issued a cancellation notice for flubendiamide, a pesticide
conditionally registered in 2008 and 2009 for sale, distribution, and use under the Federal
Insecticide, Fungicide, and Rodenticide Act (“FIFRA”), 7 U.S.C. 8§88 136-136y. The
Pesticide Program asserts that flubendiamide’s registrants, Bayer CropScience LP
(“Bayer”) and Nichino America, Inc. (“Nichino”), refused to comply with a key condition
of their registrations. That condition, which Bayer and Nichino had negotiated and agreed
to in writing, requires them to initiate termination of their registrations by requesting
voluntary cancellation if the Pesticide Program concludes that flubendiamide causes
unreasonable adverse effects on the environment. Bayer and Nichino object, arguing that,
(1) the termination condition is unlawful; (2) in any event, they did not violate that
condition because the Pesticide Program did not fulfill its obligations under the
registrations; and (3) the Pesticide Program’s determination prohibiting the continued sale
and use of existing stocks of the canceled pesticide is flawed. They contend that before
flubendiamide may be removed from the market they are entitled to a full cancellation
hearing on the question of whether flubendiamide causes unreasonable adverse effects.

HELD: Bayer and Nichino’s flubendiamide registrations are canceled. With one
exception, the Board upholds the Pesticide Program’s determination on the disposition of
existing stocks of the canceled flubendiamide products.

1. The Pesticide Program appropriately commenced this proceeding under the
expedited cancellation procedures in FIFRA section 6(e), 7 U.S.C. § 136d(e), for
conditional registrations, rather than under the general cancellation provision in
FIFRA section 6(b), 7 U.S.C. § 136d(b). In any event, Bayer and Nichino cannot
now demand a section 6(b) hearing on whether flubendiamide causes unreasonable
adverse effects because they willingly accepted the termination condition in 2008
and 2009, knowing that it required them to submit a request for voluntary
cancellation if the Program were to issue a determination that flubendiamide
causes unreasonable adverse effects.
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2. The scope of a cancellation hearing under FIFRA section 6(e) is narrowly limited
to the resolution of two issues: (a) whether registrants have complied with the
conditions of registration (or have initiated and pursued appropriate action toward
fulfilling those conditions), and (b) whether the Pesticide Program’s determination
with respect to the continued sale and use of existing stocks is consistent with
FIFRA. Bayer and Nichino’s challenge to the lawfulness of the termination
condition in their registrations does not fall within the scope of a section 6(e)
cancellation hearing. Bayer and Nichino could have, but declined to, exercise a
number of options to challenge the lawfulness of the condition — most prominently,
by accepting a denial of their registration applications so that they could challenge
the termination condition in a denial hearing.

3. By failing to request voluntary cancellation of their flubendiamide registrations
within one week of the Program’s January 29, 2016 determination that
flubendiamide causes unreasonable adverse effects, Bayer and Nichino failed to
satisfy the termination condition in their flubendiamide registrations.

4. Bayer and Nichino did not timely object or argue with sufficient particularity that
the Program failed to comply with a condition of the flubendiamide registrations
by failing to “engage in dialogue” with Bayer scientists regarding the data and the
Program’s conclusions. Therefore, Bayer and Nichino are precluded from raising
this objection as grounds for excusing their failure to comply with the termination
condition.

5. Even assuming that Bayer and Nichino are not precluded from arguing that the
Program failed to engage in dialogue, Bayer and Nichino failed to establish by a
preponderance of the evidence that the Program did not engage in dialogue with
Bayer’s scientists about the data and the Program’s conclusions.

6. The Pesticide Program’s determination to prohibit Bayer and Nichino’s continued
sale, distribution, and use of existing stocks of flubendiamide products is consistent
with FIFRA.

7. The Pesticide Program’s determination to prohibit the continued sale and
distribution of existing stocks of flubendiamide end-use products by distributors
and retailers other than Bayer and Nichino is not supported by the record.

Before Environmental Appeals Judges Mary Kay Lynch, Kathie A. Stein,
and Mary Beth Ward.

Opinion of the Board by Judge Stein:
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I. INTRODUCTION

In this matter, the Environmental Protection Agency’s Pesticide Program
Office seeks to cancel several pesticide registrations that it conditionally granted in
2008 and 2009 under “special circumstances.” On February 29, 2016, the Pesticide
Program issued a cancellation notice for flubendiamide, a pesticide registered for
sale, distribution, and use under the Federal Insecticide, Fungicide, and Rodenticide
Act (“FIFRA”), 7U.S.C. 88 136-136y. The Pesticide Program asserts that
flubendiamide’s registrants, Bayer CropScience LP (“Bayer”) and Nichino
America, Inc. (“Nichino”), refused to comply with a key condition of their
registrations.

That key condition requires them to initiate termination of their registrations
by requesting voluntary cancellation if the Pesticide Program concludes that
flubendiamide causes unreasonable adverse effects on the environment. The
termination condition was the subject of extensive negotiation between the parties,
and Bayer and Nichino agreed to the condition so as to obtain the Program’s
approval to sell and distribute flubendiamide products. Bayer and Nichino now
oppose the cancellation notice, arguing that the termination condition is unlawful.
Additionally, they argue in the alternative that they did not violate that condition
because the Pesticide Program did not fulfill its obligations under the registrations.
Finally, they contend that the Pesticide Program erred in prohibiting the continued
sale and distribution of existing stocks of the canceled flubendiamide products.

After an evidentiary hearing, an administrative law judge denied Bayer and
Nichino’s challenge to the cancellation notice. Corrected Initial Decision at 37.
With one exception, we affirm, although our decision is based, in part, on different
grounds.
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FIFRA allows the Pesticide Program to conditionally register pesticides for
sale and distribution in three “special circumstances.” FIFRA § 3(c)(7), 7 U.S.C.
§ 136a(c)(7). The circumstances pertinent here apply to new pesticides, such as
flubendiamide, that lack sufficient data for a general registration, where those data
are mandated by newly-imposed requirements. Unlike general registrations,
conditional registrations for new pesticides are statutorily-limited to the period of
time “reasonably sufficient for the generation and submission of required data.” Id.
8 3(c)(7)(C), §136a(c)(7)(C). Another significant difference between the two
registration types is that the statute provides a special cancellation process for
conditional registrations. If a conditional registrant violates a condition of its
registration, FIFRA section 6(e) mandates that the Pesticide Program expeditiously
cancel that registration in a sharply-restricted proceeding. Id. 8 6(e)(1),
8 136d(e)(1). Where a hearing is requested, a determination on the cancellation
action must be made within 75 days, and the hearing is limited to two issues:
whether the registrant satisfied the conditions of its registration, and whether the
Pesticide Program’s determination on the disposition of existing stocks of the
canceled pesticide is consistent with FIFRA. 1d. § 6(e)(2), § 136d(e)(2). In
contrast, FIFRA’s general cancellation proceeding in section 6(b) imposes no time
restrictions on the cancellation hearing and principally focuses on the broad
question of whether the pesticide causes unreasonable adverse effects on the
environment. See id. 8 6(b), § 136(b).

The central issues in this case involve the termination condition in Bayer
and Nichino’s registrations. After extensive negotiations prior to approval of the
flubendiamide registrations, Bayer and Nichino agreed to the registration term that
required them to submit an irrevocable request for voluntary cancellation if the
Pesticide Program were to determine that flubendiamide causes unreasonable
adverse effects on the environment. They did so in writing, endorsing the
negotiated terms of the registration as follows: “Bayer CropScience LP [as
authorized agent for Nichino] hereby concurs with the time-limited conditional
registration of the new insecticide flubendiamide under section 3(c)(7)(C) of
FIFRA.” Letter from Lois A. Rossi, Director, Registration Division, Office of
Prevention, Pesticides and Toxic Substances, U.S. EPA, to Danielle A. Larochelle,
Registration Product Manager, Authorized Agent for Nichino America, Inc., Bayer
CropScience LP, PBNX 8, at PBN0017-20 (July 31, 2008). The record shows that
Bayer and Nichino accepted this termination condition because the Pesticide
Program agreed not to invoke it until after the Program had reviewed all data that
Bayer and Nichino submitted, and had engaged in a dialogue with Bayer scientists
on its conclusions. Once Bayer and Nichino had concurred in the terms of the
registrations, the Program granted them conditional registrations to sell and
distribute flubendiamide products. The official Notices of Registration advised
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Bayer and Nichino that failure to comply with the conditions in the registrations
would make “the registration[s] subject to cancellation in accordance with section
6(e) of FIFRA.” Notices of Registration for Flubendiamide Technical and Belt SC
Insecticide, RE 3, at RE015 (Aug. 1, 2008) (emphasis added).

Seven years later, the Program triggered the termination condition by
issuing a determination that flubendiamide causes unreasonable adverse effects.
Bayer and Nichino, however, refused to request voluntary cancellation. Although
they had accepted the termination condition as the price for obtaining market
access, Bayer and Nichino now claim that the termination condition is unlawful
and, thus, their refusal to comply with it cannot be grounds for cancellation of their
registrations.  Moreover, they argue that the Program erred by initiating this
proceeding under the section 6(e) procedures for canceling conditional
registrations; they contend that before flubendiamide may be removed from the
market they are entitled to the full cancellation hearing provided by FIFRA section
6(b) on the question of whether flubendiamide causes unreasonable adverse effects.

The Board concludes that the Pesticide Program properly initiated this
cancellation action under FIFRA section 6(e), rather than FIFRA section 6(b). The
statute directs that the Program must initiate a cancellation proceeding under section
6(e) if the Program determines, as here, a conditional registrant has not satisfied a
condition of its registration. FIFRA § 6(e)(1), 7 U.S.C. § 136d(e)(1). Further, the
Board holds that Bayer and Nichino may not challenge the lawfulness of the
termination condition in a properly-initiated section 6(e) cancellation proceeding.
The statutory language could not be more clear: “[t]he only matters for resolution”
in a section 6(e) hearing are whether the registrant has satisfied the conditions of
its registration and whether the Pesticide Program has appropriately addressed
existing stocks of the canceled pesticide. Id. § 6(e)(2), § 136d(e)(2). This strict
limitation on the scope of a section 6(e) cancellation proceeding precludes a
registrant from collaterally attacking, in the cancellation proceeding, the lawfulness
of a registration or any of its conditions.

Section 6(e) does not insulate Pesticide Program decisions granting or
denying conditional registrations — or the terms thereof — from administrative and
judicial review. Rather, it only precludes the after-the-fact review of a conditional
registration decision in a section 6(e) cancellation proceeding. Bayer and Nichino
did not avail themselves of numerous prior opportunities to challenge the
lawfulness of the termination condition. Most prominently, Bayer and Nichino
could have refused to accept registrations with such a condition, thereby requiring
the Pesticide Program to issue a denial of their registration applications. The
Pesticide Program expressly gave Bayer and Nichino that option. A denial would
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have entitled Bayer and Nichino to a full administrative hearing and independent
scientific review under section 6(b).

With respect to the two issues that may be addressed in a section 6(e)
cancellation proceeding, the Board first holds that Bayer and Nichino did not satisfy
the termination condition in their flubendiamide registrations. Bayer and Nichino
refused to request voluntary cancellation following the Pesticide Program’s
unreasonable adverse effects determination. During the evidentiary hearing, Bayer
and Nichino raised for the first time a claim that scientists from the Pesticide
Program did not engage in a dialogue with Bayer’s scientists concerning newly-
submitted data and the Program’s conclusions and thus failed to trigger the
termination condition. Because Bayer and Nichino did not timely raise this claim,
they are precluded from raising it here. Even if this argument had been timely
raised, the Board finds that Bayer and Nichino did not meet their burden to show
that the Pesticide Program failed to engage in dialogue with their scientists
concerning the data and the Program’s conclusions.

Second, the Board rejects Bayer and Nichino's challenge to the Pesticide
Program’s decision to prohibit Bayer and Nichino from selling or distributing
existing stocks of the canceled flubendiamide products. The Pesticide Program
reasonably concluded that allowing Bayer and Nichino to sell and distribute
existing stocks of flubendiamide is inconsistent with the purposes of FIFRA, given
the refusal by Bayer and Nichino to abide by the termination condition in their
registrations. However, the Board reverses the existing stocks determination to the
extent that it bars the sale and distribution of existing stocks of end-use products by
parties other than Bayer and Nichino.

The main thrust of Bayer and Nichino’s challenge to this proceeding has
been that it deprives them of a full administrative hearing under section 6(b) on
whether flubendiamide causes unreasonable adverse effects prior to the removal of
flubendiamide from the market. But the option of obtaining a section 6(b) hearing
on this question has always been within the control of Bayer and Nichino, and
remains so today. They could have obtained a section 6(b) hearing on their
applications to register flubendiamide but declined that option in favor of obtaining
immediate market access under the negotiated terms for their conditional
registrations. After obtaining conditional registrations for flubendiamide, Bayer
and Nichino had the option of applying for general registrations. If Bayer and
Nichino had applied for, but been denied, general registrations based on a finding
of unreasonable adverse effects, Bayer and Nichino would have been entitled under
section 6(b) to a full evidentiary hearing on that denial. FIFRA § 3(c)(6), 7 U.S.C.
8§ 136a(c)(6). The option to apply for general registration of the flubendiamide
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products is still available today. If they wish, they may immediately re-apply for a
FIFRA registration for flubendiamide. And Bayer and Nichino’s statutory and
regulatory hearing rights on an application denial by the Program remain intact.
What Bayer and Nichino are not entitled to is a full administrative hearing on
whether flubendiamide causes unreasonable adverse effects in this section 6(e)
cancellation proceeding.

II.  STATUTORY AND REGULATORY BACKGROUND

FIFRA is a “comprehensive regulatory statute” governing the sale,
distribution, and use of pesticides for the purpose of protecting both human health
and the environment. Ruckelshaus v. Monsanto, 467 U.S. 986, 991-92 (1984).
FIFRA’s primary regulatory mechanism is a registration program that mandates
safety clearance of pesticides by EPA prior to their sale and distribution. FIFRA
8 3(a)-(c), 7 U.S.C. 8 136a(a)-(c). As the D.C. Circuit Court of Appeals explained,
“Ia] FIFRA registration is a product-specific license describing the terms and
conditions under which the product can be legally distributed, sold, and used.”
Reckitt Benckiser Inc. v. EPA, 613 F.3d 1131, 1133 (D.C. Cir. 2010).

The statute provides for both general registrations and registrations under
“special circumstances,” otherwise known as “conditional” registrations. See
FIFRA 8 3(c)(5), 7 U.S.C §136a(c)(5) (general registrations); id. 8§ 3(c)(7),
8 136a(c)(7) (conditional registrations). Mirroring these different types of
registrations, FIFRA includes both a general provision addressing the cancellation
of pesticide registrations and a specific provision that applies only to the
cancellation of conditional registrations. Id. § 6(b)-(e), § 136d(b)-(e).

A. General Registrations under FIFRA Section 3(c)(5)

FIFRA’s general registration provision directs that the EPA Administrator
“shall register” a pesticide if she determines that, among other requirements, “it
will perform its intended function without unreasonable adverse effects on the
environment; and * * * when used in accordance with widespread and commonly
recognized practice it will not generally cause unreasonable adverse effects on the
environment.” 1d. 8 3(c)(5), § 136a(c)(5); see also 40 C.F.R. § 152.112(e). The
phrase “unreasonable adverse effects on the environment” is defined, in relevant
part, as “any unreasonable risk to man or the environment, taking into account the
economic, social, and environmental costs and benefits of the use of any pesticide.”
FIFRA § 2(bb), 7 U.S.C. 8§ 136(bb).
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B. Conditional Registrations under FIFRA Section 3(c)(7)

FIFRA also includes a separate mechanism in section 3(c)(7) to
conditionally register pesticides under three “special circumstances.” Id. § 3(c)(7),
8 136a(c)(7). Congress added section 3(c)(7) to FIFRA to allow registration of
pesticides “in certain situations, even though certain of the data that are required
for complete registration or reregistration have not yet been generated.” S. Rep.
No. 95-1188, at 34 (1978) (Conf. Rep.). The House viewed the adoption of a
conditional registration provision as “imperative to a timely and equitable
registration and reregistration program.” H.R. Rep. 95-343, at 9 (1977). The
Senate concluded that authorizing conditional registrations was important in giving
EPA “flexibility” and in eliminating a “double standard” between registrants for
previously-registered pesticides and applicants for new registrations. S. Rep. No.
05-334, at 4 (1977). This double standard resulted from a timing disparity:
compared to previously-registered pesticides, newer pesticides might have a better
safety profile but might nevertheless be ineligible for the newly-imposed
registration requirements because they lack the available safety data. Id.; see also
Woodstream Corp. v. Jackson, 845 F. Supp. 2d 174, 181 (D.D.C. 2012)
(“Woodstream I17).

The three “special circumstances” warranting conditional registration are,
(1) registering pesticides that are substantially identical to currently registered
pesticides, (2) permitting additional uses of currently registered pesticides, and
(3) registering new pesticide active ingredients not contained in a currently
registered pesticide that are “lacking” required data “because a period reasonably
sufficient for generation of the data has not elapsed since the Administrator first
imposed the data requirement.” FIFRA 8 3(c)(7)(A)-(C), 7U.S.C.
8 136a(c)(7)(A)-(C). As noted, pertinent to this matter is the last category for new
active ingredients.  Section 3(c)(7)(C) allows EPA to issue a conditional
registration that is “in the public interest” for a period of time “reasonably sufficient
for the generation and submission of required data,” as long as the Administrator
determines that the pesticide “will not cause any unreasonable adverse effect on the
environment” during that registration period. Id. § 3(c)(7)(C), § 136a(c)(7)(C).
Congress expressed some reservation about this type of conditional registration and
indicated that conditional registrations should be the exception rather than the
norm. The House Report states that “[a]lthough we think that the exercise of this
conditional registration authority for new chemicals would be rare, we feel that it
should be available in appropriate cases.” H.R. Rep. No. 95-343, at 10. Similarly,
the Senate Report instructed that “the Administrator in implementing this provision
should take necessary steps to assure that conditional registrations are granted only
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in circumstances in which the risk of unreasonable adverse effects would be
minimal.” S. Rep. No. 95-334, at 11.

A conditional registration granted under FIFRA section 3(c)(7)(C) for a new
active ingredient must specify that any “required data” that are “lacking” be
submitted in a timely manner, and that the data that are submitted “do not meet or
exceed risk criteria” established by implementing regulations. FIFRA § 3(c)(7)(C),
7 U.S.C. §136a(c)(7)(C). Expanding on the timely submission requirement, the
regulations require that section 3(c)(7)(C) registrations must provide that, (1) the
applicants must submit required data in accordance with an approved schedule, and
(2) “[t]he registration will expire upon a date established by the Agency, if the
registrant fails to submit data as required by the Agency.” 40 C.F.R.
8 152.115(b)(2). The Administrator may append “other conditions” in her
discretion in addition to these mandatory conditions. FIFRA § 3(c)(7)(C), 7 U.S.C.
8 136a(c)(7)(C); see also S. Rep. No. 95-334, at 21 (“The Administrator is also
empowered to establish such other conditions as he determines are necessary.”).
The implementing regulations allow the Agency to impose conditions beyond data
submission alone. 40 C.F.R. § 152.115(¢c) (“The Agency may establish, on a case-
by-case basis, other conditions applicable to registrations to be issued under FIFRA
section 3(c)(7).”).

C. Denial of Registration Applications under FIFRA Section 3(c)(6)

If the Administrator determines that the pesticide will not meet the standard
for either a general or conditional registration, the Administrator “may refuse to
register the pesticide.” FIFRA § 3(c)(6), 7 U.S.C. § 136a(c)(6); see also 40 C.F.R.
§ 152.118(a) (allowing denial if the “pesticide product does not meet the criteria
for registration under either FIFRA sec. 3(c)(5) or (7)”). The Administrator must
notify the applicant and “promptly publish in the Federal Register notice of [any]
denial of registration and the reasons therefor.” FIFRA 8§ 3(c)(6), 7 U.S.C.
8 136a(c)(6). If the applicant disagrees with the Administrator’s denial, the
applicant is entitled to the same full administrative hearing as provided under the
general cancellation provision in section 6(b). See id. (“[T]he applicant shall have
the same remedies as provided in [FIFRA] section 6.”); 40 C.F.R. § 152.118(e)
(upon denial, “an applicant, or any interested person with written authorization of
the applicant, may request a hearing in accordance with FIFRA sec. 6(b)”).

D. Cancellation and Suspension Procedures under FIFRA Sections 6(b) and 6(c)

Section 6(b) provides the general mechanism for canceling pesticide
registrations under FIFRA. Under this provision, the Administrator “may issue” a
notice of intent to cancel a pesticide’s registration or hold a hearing to determine
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whether it should be canceled, if ““it appears to the Administrator” that the pesticide
“does not comply with the provisions of [FIFRA] or * ** generally causes
unreasonable adverse effects on the environment.” FIFRA 8 6(b), 7 U.S.C.
8 136d(b). For agricultural pesticides, the Administrator is required to provide the
notice of intent to cancel to the Secretary of Agriculture and the EPA Scientific
Advisory Panel for review. Id. 88 6(b), 25(d)(1), 88 136d(b), 136w(d)(1). The
proposed cancellation becomes effective 30 days after receipt by the registrant
unless the registrant makes the necessary corrections or requests a hearing. Id.
§ 6(b), § 136d(b).

If a hearing is requested, it must be conducted in accordance with FIFRA
section 6(d). Id. § 6(d), 8 136d(d). The Hearing Officer shall receive evidence and
may, upon request, refer any questions of scientific fact to a Committee of the
National Academy of Sciences. Id. EPA has promulgated detailed hearing
regulations addressing, among other things, the presentation and cross-examination
of witnesses, and the participation of third parties. 40 C.F.R. pt. 164. These same
hearing procedures apply to denials of registration applications. Id. 88 164.3, .20.
There is no set timeframe for conducting this hearing. After the hearing has
concluded, the Administrator is required to “evaluate the data and reports” and
within 90 days issue an order either revoking the notice of intent to cancel,
canceling the registration, changing its classification, denying the registration, or
requiring modification to the labeling of the pesticide. FIFRA 8 6(d), 7 U.S.C.
§ 136d(d).

When a hearing is requested on a notice of intent to cancel, the notice does
not become final and effective until the hearing is completed and the Administrator
issues her final decision. Id. § 6(b), § 136d(b). If the Administrator wishes to
remove the pesticide from the market more quickly, she may issue a notice of intent
to suspend the registration or an emergency suspension order in conjunction with
the notice of intent to cancel. See id. 8 6(c), § 136d(c). A notice of intent to
suspend, like a notice of intent to cancel, does not become effective until any
requested hearing on the notice is completed. The issue in a suspension hearing is
whether the pesticide poses “an imminent hazard during the time required for
cancellation * * * proceedings.” Id. § 6(c)(1), 8 136d(c)(1). When “an emergency
exists that does not permit the Administrator to hold a hearing before suspending,”
the Administrator may issue an “emergency order.” Id. 8§ 6(c)(3), § 136d(c)(3).
Such an order remains in effect “pending expeditious completion” of the suspension
hearing. Id. Thus, in the absence of emergency circumstances, a pesticide subject
to cancellation or suspension under sections 6(b) or 6(c) may remain on the market
pending completion of the hearing.
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E. Cancellation Procedures under FIFRA Section 6(e)

Congress also created a separate, narrower cancellation procedure
applicable only to conditional registrations. FIFRA section 6(e) requires that the
Administrator “shall issue” a notice of intent to cancel a section 3(c)(7) conditional
registration if she “at any time during the period provided for satisfaction of any
condition imposed, determines that the registrant has failed to initiate and pursue
appropriate action toward fulfilling any condition imposed; or * * * at the end of
the period provided for satisfaction of any condition imposed, that condition has
not been met.” Id. 8 6(e)(1), 8 136d(e)(1). The implementing regulations provide
that the Program must issue a notice of intent to cancel under FIFRA section 6(e)
if “any condition of the registration of the product is not satisfied.” 40 C.F.R.
§ 152.115(d). The notice of intent to cancel the registration may allow for the
“continued sale and use of existing stocks * * * to such extent, under such
conditions, and for such uses as the Administrator may specify if the Administrator
determines that such sale or use is not inconsistent with the purposes of [FIFRA]
and will not have unreasonable adverse effects on the environment.” FIFRA
§6(e)(1), 7 U.S.C. 8 136d(e)(1).

A notice of intent to cancel becomes final and effective thirty days from
receipt by the registrant unless a request for hearing is made. Id. 8 6(e)(2),
8 136d(e)(2). That hearing, like a hearing under section 6(b), is governed by the
procedural requirements in section 6(d). Id. But, unlike a section 6(b) cancellation
hearing, Congress expressly limited the scope of any section 6(e) cancellation
hearing, specifying that the “only matters for resolution at that hearing” are:
(1) whether the registrant has satisfied the conditions of registration; and
(2) whether the EPA’s determination with respect to existing stocks is consistent
with FIFRA.! Id. The Administrator’s determination? after the hearing must be

! The exact statutory language reads: “The 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 [FIFRA].”
FIFRA § 6(e)(2), 7 U.S.C. § 136d(e)(2).

2 The Administrator has delegated her determination authority to the Board. See
U.S. EPA Delegation of Authority 1-38A, Administrative Proceedings (Apr. 14, 2015)
(citing 40 C.F.R. pt. 164); U.S. EPA Delegation of Authority 5-7 § 3(c), Cancellation and
Suspension (May 11, 1994).
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made “within seventy-five days after receipt” of a FIFRA section 6(e) hearing
request. Id.

The House Report confirms that cancellation proceedings under section 6(e)
are markedly different from proceedings under section 6(b). Referring specifically
to conditional registrations for new active ingredients, the Report states:

We strongly believe that the Agency should be required to cancel
the registration if the conditions are not met within the appropriate
time interval, and that any hearing on such a cancellation should be
confined to whether or not the conditions were met and how existing
stocks should be handled.

H.R. Rep. No. 95-343 at 10-11. Concluding, the House Report emphasizes that
“[pJublic resources should not be devoted to long, drawn-out cancellation
procedures for these types of registrations.” Id. at 11.

F. Voluntary Cancellations under FIFRA Section 6(f)

In addition to the procedures outlined above for EPA-initiated cancellation
proceedings, FIFRA allows a registrant to request a “voluntary cancellation” of its
own registration. FIFRA 8 6(f)(1)(A), 7 U.S.C. 8§ 136d(f)(1)(A). Once the
Administrator receives a request for voluntary cancellation under section 6(f), she
must publish notice of receipt of the request in the Federal Register and provide for
a 30 day public comment period. 1d. 8 6(f)(1)(B), 8 136d(f)(1)(B). After the close
of this public comment period, the Administrator may approve or deny the request.
Id. 8 6(f)(1)(D), § 136d(f)(1)(D).

ITT. FACTUAL HISTORY
A. Background on Flubendiamide

Flubendiamide is an insecticide designed for use against larval
lepidopterous pests (caterpillars).> Request for Hearing and Statement of

3 Lepidopterous pests include armyworms, bollworms, corn borers, cutworms,
diamondback moths, fruitworms and loopers. U.S. EPA, Pesticide Fact Sheet:
Flubendiamide Conditional Registration, PBNX 9, at PBN0022 (Aug. 1, 2008) (“Pesticide
Fact Sheet”). Flubendiamide interferes with the calcium release channel of these insects,
causing muscle paralysis and, eventually, death. Bayer CropScience LP, Benefits
Document Supporting the Continued Registration of Flubendiamide, PBNX 22,
at PBN0131 (May 20, 2015).
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Objections by Bayer CropScience LP and Nichino America, Inc. at 5 (Mar. 31,
2016) (“Req. for Hearing”); Pesticide Fact Sheet, PBNX 9, at PBN0022.* Bayer
and Nichino’s registrations allow the use of flubendiamide on corn, cotton, tobacco,
tree fruits, vegetables, tree nuts, and vine crops. Pesticide Fact Sheet, PBNX 9,
at PBN0022. Flubendiamide is manufactured in Japan by Nihon Nohyaku Ltd.,
and is sold and distributed in the United States by Bayer and Nichino. ALJ Hearing
Transcript at 181-82 (“ALJ Tr.”) (testimony of J. Johnson).

B. Terms of the Conditional Registrations

On August 1, 2008, the Pesticide Program® conditionally registered several
pesticide products containing flubendiamide.® The Program limited these

4 Bayer and Nichino and the Pesticide Program each submitted exhibits with
consecutive page numbering. Exhibits submitted by Bayer and Nichino are cited as PBNX
__with page numbers preceded by “PBN.” Exhibits submitted by the Pesticide Program
are cited as RE _ with page numbers preceded by “RE.” The Pesticide Program’s
exhibits are numbered consecutively beginning with the number 200,000. However, for
ease in citation, we use only the last three digits. For the sake of efficiency, where identical
documents were submitted by both parties, we cite only to the PBNX version.

® Organizationally within EPA, the Administrator’s authority for regulation of
pesticides has been delegated to the Assistant Administrator for the Office of Chemical
Substances and Pollution Prevention (“OCSPP”), formerly known as the Office of
Pesticides, Pollution, and Toxic Substances (“OPPTS”). See U.S. EPA Delegation of
Authority 5-1-A, New Chemical Registration (May 11, 1994). The day-to-day operation
of EPA’s pesticide program, however, is administered by the Office of Pesticide Programs,
a sub-office in OCSPP. Within the Office of Pesticide Programs, much of the critical work
on flubendiamide connected with this case was performed by the Registration Division and
the Environmental Fate and Effects Division (“EFED”). For the reader’s convenience, we
refer generically to EPA’s pesticide program as “the Pesticide Program” or the “Program.”
Where necessary for clarity we occasionally reference a specific office or division by its
official name.

® The Program issued Notices of Registration for FLUBENDIAMIDE Technical
(NNI-0001 Technical), SYNAPSE Insecticide (NNI-001 24 WG) and BELT SC
Insecticide (NNI-0001 480 SC) on August 1, 2008. Notices of Registration for
Flubendiamide Technical and Belt SC Insecticide, RE 3, at RE014-17 (Aug. 1,
2008) (“Notices of Registration”). Bayer subsequently requested voluntary cancellation
of SYNAPSE Insecticide. See Letter from Dana Sargent, Vice President of North
American Regulatory Affairs, Bayer CropScience LP, to Jack E. Housenger, Office of
Pesticide Programs, U.S. EPA, PBNX 18, at PBN0098 (Feb. 5, 2016) [hereinafter
Cancellation Refusal]. On March 4, 2009, the Program issued additional notices of
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registrations to the category of ‘“conditional,” based on a concern that
flubendiamide and its primary degradate NNI-001-des-iodo (“des-iodo”) would
persist in the environment and may, according to estimates from the Program’s
predictive exposure modeling, accumulate to levels that are toxic to freshwater
benthic invertebrates such as such as sponges, mussels, oysters, worms, and snails.’
Memorandum from Lois Rossi, Director, Registration Division, Office of
Prevention, Pesticides and Toxic Substances, U.S. EPA, to Debra Edwards,
Director, Office of Pesticide Programs, U.S. EPA, RE 1, at REO07 (August 1, 2008)
[hereinafter Registration Decision Memo]; see also EPA EFED, Addendum to
Clarify Invertebrate Terminology in Ecological Risk Assessment Addendum, PBNX
32, at PBN0908 (Jan. 29, 2016) In making its decision, the Program also weighed
the apparent risks of flubendiamide against its potential benefits. In particular, the
Program noted that because flubendiamide poses no significant risk to human
health and no potential risk to most terrestrial and aquatic species, flubendiamide
could potentially serve as an alternative to existing insecticides that pose greater
risks. 1d. at RE007-08; Pesticide Fact Sheet, PBNX 9, at PBN0022-31. The
Program included risk mitigation measures in the registrations, principally
requiring growers to place vegetative buffer strips around treated fields. Pesticide
Fact Sheet, PBNX 9, at PBN0030. Bayer and Nichino argued that these strips
would limit flubendiamide and des-iodo from reaching nearby water bodies and the
Program indicated that the strips “may be effective.” Registration Decision Memo,
RE 1, at REOQ7; see also EPA EFED, Flubendiamide Ecological Risk Assessment
Addendum, PBNX 31, at PBN 0856 (Jan. 28, 2016) [hereinafter Assessment
Addendum].

The terms of the conditional registrations are set forth in a Preliminary
Acceptance Letter dated July 31, 2008, and in the Notices of Registration. Letter
from Lois A. Rossi, Director, Registration Division, Office of Prevention,

registration for VETICA Insecticide (NNI-0871 SC) and TOURISMO insecticide (NNI-
0772 SC). Notices of Registration, RE 3, at RE018-019B.

" “Flubendiamide and des-iodo have the potential to contaminate surface water
through run-off due to their persistence in soil and also have the potential for groundwater
contamination in vulnerable soils with low organic carbon content, after heavy rainfall and
/ or in areas with high water tables (because there is less depth to travel before reaching
groundwater). * * * Flubendiamide and des-iodo’s overall stability / persistence suggest
that they will accumulate in soils, water column and sediments with each successive
application. * * * There is a potential risk to freshwater benthic invertebrates exposed to
flubendiamide and its degradate des-iodo.” Registration Decision Memo, RE 1, at REQ06.
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Pesticides and Toxic Substances, U.S. EPA, to Danielle A. Larochelle, Registration
Product Manager, Authorized Agent for Nichino America, Inc., Bayer CropScience
LP, PBNX 8, at PBN0017-20 (July 31, 2008) (“Preliminary Acceptance Letter” or
“PAL”); Notices of Registration, RE 3, at RE014-19B. The registrations required
Bayer and Nichino to collect and submit various forms of data bearing on the levels
of flubendiamide and des-iodo that could be expected in the aquatic environment,
including data from hydrolysis and aerobic aquatic metabolism studies and data
from a small-scale run-off study undertaken to evaluate the effectiveness of
vegetative buffer strips at preventing the spread of flubendiamide and des-iodo.
PAL, PBNX 8, at PBN0018 & n.1. The registrations also provided that if, after
reviewing the results of the small-scale run-off study, the Pesticide Program were
to continue to have concerns about risk, Bayer and Nichino would perform a farm
pond monitoring program (“Farm Pond Monitoring Study”) in areas where
flubendiamide was being used. Id. at PBN0O017; Memorandum from Susan T.
Lewis, Director, Registration Division, U.S. EPA, to Jack E. Housenger, Director,
Office of Pesticide Programs, U.S. EPA, PBNX 30, at PBN0845 (Jan. 29, 2016)
[hereinafter Cancellation Decision Memo]. The Program’s registration decision
memorandum had noted that “[t]here is considerable uncertainty in application of
the EXAMS [Exposure Analysis Modeling System]® pond scenario for chemicals
with suspected aquatic system accumulation.” Registration Decision Memo, RE 1,
at REOQ7. The registrations stated that the Farm Pond Monitoring Study would
provide information “on the actual potential for the pesticide to build up in
receiving waters [and] would address the uncertainty associated with current model
limitations.” PAL, PBNX 8, at PBN0018. Initially, all of the data were due by
July 31, 2012.° Id. at PBN0018-19.

The Pesticide Program was required to review all of the data — including
both the data from the required studies as well as of any additional data and
information voluntarily submitted by Bayer and Nichino — within six months of the
due date. 1d. As part of its review of the data, the Program’s scientists were

8 EXAMS “is an interactive software application for formulating aquatic
ecosystem models and rapidly evaluating the fate, transport, and exposure concentrations
of synthetic organic chemicals including pesticides.” U.S. EPA, Exposure Assessment
Models, https://www.epa.gov/exposure-assessment-models/exams-version-index — (last
visited July 29, 2016).

® The Program later extended the deadline to allow completion of the Farm Pond
Monitoring Study. See Part I11.C.1.(i), below.
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required to “engage in dialogue about the data and the Agency’s conclusions” with
scientists from Bayer. Id.

The registrations included a novel arrangement for either amending,
extending, or terminating the registrations once all of the scientific data had been
submitted and reviewed and the scientists from Bayer and the Program had engaged
in dialogue about the data and the Program’s conclusions. The Program had three
options, one of which had to be selected by September 1, 2013. It could either,
(1) approve the general registration of the flubendiamide products, including any
restrictions the Program deems necessary, (2) reach agreement with Bayer and
Nichino regarding terms for further conditional registration of the flubendiamide
products, or (3)accept Bayer and Nichino’s voluntary cancellation of the
flubendiamide products. PAL, PBNX 8, at PBN0019. Regarding the third option,
which we refer to as “the termination condition,” the registrations provide that “[i]f,
after EPA’s review of the data * * *, the Agency makes a determination that further
registration of the flubendiamide [products] will result in unreasonable adverse
effects on the environment, within one (1) week of this finding, * * * [Bayer and
Nichino] will submit [an irrevocable] request for voluntary cancellation” of their
registrations. Id. at PBN0O19 (combining separate paragraphs 6(d) and 8(d)
addressing Nichino and Bayer, respectively).

The termination condition appears to be unique to these registrations, as
Bayer and Pesticide Program witnesses all testified that they were not aware of any
other conditional registrations that included such a condition. See, e.g., Verified
Written Statement of Charlotte Sanson, PBNX 116, at PBN1611 (“Sanson
Statement”). This provision, as well as the data review and dialogue conditions,
resulted from extensive negotiations between the parties over whether the
registration should contain an automatic expiration provision. Ultimately, the
Program and Bayer and Nichino compromised by agreeing to the above-described
procedures that preserved the Program’s authority to quickly remove
flubendiamide from the market if it determined that flubendiamide causes
unreasonable adverse effects, but ensured that the Program would review and
discuss with Bayer and Nichino any data they submitted on flubendiamide before
making such a determination. See Part V.B.1.b.(i), below.

C. Post-Registration Events

The post-registration period saw numerous interactions between the
Pesticide Program and Bayer and Nichino, as the registrants submitted data in an
attempt to resolve the Program’s uncertainties regarding flubendiamide risk. These
interactions are relevant to Bayer and Nichino’s claim that the Program failed to
engage in the required scientific “dialogue” on the data they submitted.
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1. Data Submission

Bayer and Nichino completed all of the scientific studies required by the
terms of the conditional registrations. They submitted the results of the hydrolysis
and aerobic aquatic metabolism studies within the initial five-year registration
period and the results of the small-scale vegetative buffer study on August 3, 2010.
Letter from Richard Gebken, Product Manager, Pesticide Registration Division,
U.S. EPA, to George Sabbagh, Registration Product Manager, Registered Agent
for Nichino America, Inc., PBNX 10, at PBN0086 (July 18, 2013) [hereinafter First
Extension]; see also Cancellation Decision Memo, PBNX 30, at PBN0834. Citing
a “major modeling error,” however, the Pesticide Program rejected the vegetative
buffer study, which triggered the requirement that Bayer and Nichino monitor water
quality in farm ponds located near fields treated with flubendiamide products.
Cancellation Decision Memo, PBNX 30, at PBN0845; see also PAL, PBNX 8,
at PBN0017-18. Following discussions with the Pesticide Program, Bayer agreed
to conduct this three-year Farm Pond Monitoring Study. Assessment Addendum,
PBNX 31, at PBN0857. In order to allow time for the Study to be completed and
reviewed, the Pesticide Program extended the flubendiamide conditional
registrations for another two years, through August 31, 2015. First Extension,
PBNX 10, at PBN0086. Bayer and Nichino submitted the Farm Pond Monitoring
Study by its due date, December 31, 2014. U.S. EPA EFED, Review of Three
Reports Related to a 3-Year Flubendiamide Water Monitoring Project, PBNX 35,
at PBN0977 (Feb. 20, 2015) [hereinafter Farm Pond Monitoring Study Review].

In addition to the studies required under the conditional registrations, Bayer
and Nichino conducted a photolysis study® (“Photolysis Study”) that the Pesticide
Program recommended in 2008 as part of its ecological risk assessment prepared
for the initial registrations as well as for two amended flubendiamide registrations
granted in 2010.1*  Bayer submitted the results of the Photolysis Study on
January 5, 2016. Assessment Addendum, PBNX 31, at PBN0863.

10 Photolysis studies examine the “photochemical transformation” that can occur
when a pesticide in water is exposed to sunlight. U.S. EPA, Fate, Transport and
Transformation Test Guidelines, OPPTS 835.2210 Direct Photolysis Rate in Water by
Sunlight 1 (1998) https://www.regulations.gov/document?D=EPA-HQ-OPPT-2009-0152-
0011.

111n 2010, the Pesticide Program approved two amendments to the conditional
registrations that allowed for expanded use of the flubendiamide products on additional
crops. See Cancellation Decision Memo, PBNX 30, at PN0844. In connection with the
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Bayer and Nichino also submitted a study in 2010 that was neither required
by the registrations nor recommended by the Program. The study, titled a
Freshwater Sediment Chironomus riparius Emergence Test, involved spiking
sediment at the bottom of a laboratory-simulated water body with des-iodo to
evaluate its chronic toxicity to benthic invertebrates (“Sediment-Spiked Toxicity
Study”).!? Des-iodo Spiked Sediment Study Data Evaluation Record, PBNX 34,
at PBN0948 (July 19, 2011) [hereinafter Sediment-Spiked Toxicity Study Review].
The 2010 study was similar to earlier ones that Bayer and Nichino had conducted
for flubendiamide and des-iodo in conjunction with its application for registration
of the flubendiamide products, although the earlier studies evaluated chronic
toxicity by spiking the overlying water — not the sediment — with the test product
(“Water-Spiked Toxicity Study”).!* EPA EFED, Risk Assessment for the Section 3
New Chemical Registration of Flubendiamide, PBNX 27, at PBN0467 (June 23,
2008) [hereinafter New Registration Risk Assessment]. In its risk assessment for

amendments, the Program conducted revised ecological risk assessments. Each revised risk
assessment reached a conclusion similar to the 2008 ecological risk assessment: expected
exposure to flubendiamide and its degradate des-iodo poses risks of concern to aquatic
invertebrates. EPA EFED, Risk Assessment for Legume Vegetable and Christmas Tree
New Uses for the Insecticide Flubendiamide, PBNX 28, at PBN0608 (May 17, 2010)
[hereinafter Christmas Tree Risk Assessment]; EPA EFED, Ecological Risk Assessment for
the New Use of Flubendiamide on Alfalfa and Certain Other Crops, PBNX 29, at PBN0755
(Dec. 16, 2010) [hereinafter Alfalfa Risk Assessment].

12 This study was conducted pursuant to an Organization for Economic Co-
operation and Development (“OECD”) for Sediment-Water Chironomid Toxicity Test
Using Spiked Sediment. OECD Guidelines for the Testing of Chemicals, Test No. 218:
Sediment-Water Chironomid Toxicity Test Using Spiked Sediment, PBNX 46, at PBN1361
(Apr. 13, 2004) [hereinafter OECD Guidelines]. The test is conducted in 600 milliliter
beakers containing a 1:4 ratio of sediment to water. Id. at PBN1363. The sediment is
spiked with the test substance and then larvae of the test species are added to the beaker.
Id. at PBN1365-66. The measured endpoints or effects “are the total number of adults
emerged and the time to emergence.” Id. at PBN1361. Although the OECD Guidelines
were excluded by the ALJ as irrelevant to this proceeding, we have considered them as
explanatory background material.

13 For the 2008 registrations, Bayer and Nichino submitted separate versions of this
chronic toxicity test for flubendiamide and des-iodo. New Registration Risk Assessment,
PBNX 27, at PBN0500. Bayer and Nichino submitted the Sediment-Spiked Toxicity Study
for des-iodo in 2010 and for flubendiamide in 2016. Assessment Addendum, PBNX 31,
at PBN0860.
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the 2008 registration decision, the Pesticide Program concluded that although
spiking the sediment was the preferred approach, the existing Water-Spiked
Toxicity Studies were adequate for estimating the flubendiamide and des-iodo
toxicity to benthic invertebrates:

Two 28-day chronic toxicity studies indicate that flubendiamide and
its des-iodo degradate are toxic to the midge, Chironomus riparius,
in an overlying-water spiked system. * * * Neither of the two
chronic toxicity midge studies followed sediment toxicity guidelines
which require the sediment to be spiked as opposed to the overlying
water. Regardless of the route of administration in the studies, there
were measured [sediment] pore water concentrations and these
combined with available mesocosm data suggest that there is
sufficient information to reach a risk conclusion for benthic
invertebrates.

Id. at PBN0467-68. The Pesticide Program’s 2010 ecological risk assessments for
the two subsequent amendments to the flubendiamide conditional registrations
confirmed that “no new sediment toxicity data [are] requested at this time.”%*
Christmas Tree Risk Assessment, PBNX 28, at PBN0612; Alfalfa Risk Assessment,
PBNX 29, at PBNO756.

2. The Pesticide Program’s Review of and Response to the Submitted Data

a. Data Bearing on the Persistence and Accumulation of Flubendiamide
and Des-iodo in the Environment

The Pesticide Program reviewed the Farm Pond Monitoring Study and
issued a detailed memorandum presenting its analysis on February 20, 2015. The
Program identified “six major issues” with the study and found that each of these
issues made it more difficult to detect trends in the data. Farm Pond Monitoring
Study Review, PBNX 35, at PBN0978-82. Nonetheless, the Pesticide Program
found a statistically significant accumulation trend for flubendiamide and des-iodo,
id. at PBN0982, and concluded that “the monitoring data [showed] clear evidence
that both flubendiamide and des-iodo accumulate in the ponds monitored.” Id.
at PBNQ0977; see also Assessment Addendum, PBNX 31, at PBN0865 n.4.
Additionally, the Pesticide Program compared the actual values from the Farm

14 Although the second of these amendments was issued after the submission of
the Sediment-Spiked Toxicity Study, the Pesticide Program did not consider the study at
that time because the Program did not complete its review of the study until July 2011.
Sediment-Spiked Toxicity Study Review, PBNX 34, at PBN0942.
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Pond Monitoring Study with the values predicted by the model. Farm Pond
Monitoring Study Review, PBNX 35, at PBN0986-90 & figs.6 — 7. Although the
Program noted that model assumptions were high-end and did not take into account
the variability in pesticide usage and crops in the study or the vegetative buffers
and grass waterways at the ponds, the Program concluded that its analysis showed
that “the monitoring data tracks reasonably well with the modeled data and
therefore, supports the previous predictions of aquatic exposure modeling and the
prior flubendiamide risk assessments.” Id. at PBN0987. Given this coherence
between the monitoring results from the Farm Pond Monitoring Study and the
model predictions, the Program also concluded that “the effect of [vegetative filter
strips] is not large enough to mitigate the ecological risks posed by flubendiamide
applications.” 1d. at PBN0977.

Following release of the Pesticide Program’s review of the Farm Pond
Monitoring Study, Bayer submitted written comments on the review to the Program
onJune 