Pollinator Stewardship Council v. EPA
and the Duty to Research FIFRA
Applications

INTRODUCTION

The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) prohibits
the sale or distribution of any pesticide without prior registration and approval by
the Environmental Protection Agency (EPA).! EPA may deny applications for
pesticide registration when “necessary to prevent unreasonable adverse effects on
the environment.”2 On September 10, 2015, the Ninth Circuit found EPA did not
adequately research the effects of the chemical sulfoxaflor on bee populations in
Pollinator Stewardship Council v. EPA.3 The court determined that EPA failed to
follow its internal standard for data collection. Thus, the court vacated EPA’s
registration, and remanded it to the agency for further review.4 In Part I, this In
Brief analyzes the standard for data collection affirmed in Pollinator Stewardship.
Then, Part II explores the potential application and limitations of the Ninth
Circuit’s decision for future cases and agency decisions, both generally and for
bees in particular. Pollinator Stewardship is a narrow victory that affirms EPA’s
duty to comply with its own data collection standards for pesticide regulation, but
it remains unclear if this outcome will be translated to pesticides affecting other
species.

. BACKGROUND

A.  Bees in Peril

Bees play an important role as the world’s primary pollinators.> In the United
States, bee pollination contributes directly or indirectly to $15 billion in crop value
each year and one-third of the food we eat.® In 2006 researchers discovered
Colony Collapse Disorder, a phenomenon characterized “by sudden and
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widespread disappearances of adult honey bees from beehives.”” In 2014 and
2015 alone, U.S. bee colonies lost 42.1 percent of their total population, more than
twice the 18.7 percent loss beekeepers reported as economically acceptable.®

While many stressors contribute to bee decline, multiple studies have linked
bee decline to pesticide exposure.® In 2010 Dow Agrosciences sought EPA
approval for new pesticides with the chemical sulfoxaflor as their main
ingredient.10 Sulfoxaflor interferes with a bee’s central nervous system to cause
paralysis and ultimately death.!! Sulfoxaflor is a “systemic” pesticide that affects
all insects—including bees—when they come into direct contact with the pesticide
or ingest plants that have absorbed the pesticide.!2

B.  FIFRA'’s Protections for Pollinators

FIFRA aims to “protect human health and the environment from harm from
pesticides.”!3 To achieve this goal, EPA conducts a cost-benefit analysis to
determine if a pesticide’s impact has “unreasonable adverse effects on the
environment,” by balancing the “economic, social, and environmental costs and
benefits of the use of [the] pesticide.”!4 There are two categories of pesticide
registration under FIFRA: unconditional registration (permanent, no further
testing necessary) and conditional registration (tentative, further testing
necessary).!5 EPA unconditionally registers a pesticide when it is clear that the
benefit outweighs the harm and that the pesticide performs its intended function
without “unreasonable adverse effects” on the environment. 16 If a new pesticide’s
impact is unknown, then EPA conditionally registers the pesticide “for a period
reasonably sufficient for the generation and submission of required data [to
determine the impact].”!7

In response to rapid bee decline, EPA supplemented the normal FIFRA
analysis with the Pollinator Risk Assessment Framework (PRAF).!8 The PRAF is
a unique testing structure that requires more rigorous testing than normal for any
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pesticide that may impact bee populations.!® This heightened testing structure
involves multiple tiered studies designed to identify different degrees of risk for
bees.20 Tier 1 studies determine how much risk there is for individual bees, while
Tier 2 and 3 studies determine the extent of the risk for entire colonies.2!

Tier 1 studies determine the presence of risk by exposing individual bees to
concentrated doses of pesticides in a laboratory enclosure.22 The result of the Tier
1 studies is the “risk quotient,” a ratio of maximum expected exposure to the
amount of pesticide necessary to kill half the bees tested.23 The EPA must conduct
Tier 2 and 3 studies if the risk quotient exceeds the “level of concern,” meaning
the point where 10 percent of bees tested die.24 Tier 2 studies are “semi-field
studies,” in which researchers place bees in a tunnel enclosure and feed them
pesticide-treated crops to simulate a real-world colony environment.25 Tier 3
studies are “full field studies” in which researchers observe bees treated with the
pesticide in a natural environment.26 Tier 2 and 3 studies guide the FIFRA cost-
benefit analysis by more clearly observing the “biological effects” of pesticide use
on an entire colony.2?

C.  The Fight to Protect the Colony

In 2013 the Pollinator Stewardship Council, commercial beekeepers, and bee
keeping organizations sued EPA to contest the agency’s unconditional registration
of pesticides containing sulfoxaflor.28 The pollinators claimed that EPA failed to
follow internal standards for data collection after initial studies submitted by Dow
“showed [sulfoxaflor is] highly toxic to honey bees.”29

The Ninth Circuit reviewed the Tier 1 studies provided by Dow and found
the risk quotient for sulfoxaflor ranged from 0.8 to 5.7, well above the PRAF’s 0.4
level of concern.30 Since the risk quotient surpassed the level of concern, further
Tier 2 and 3 studies were necessary.3! The court found Dow’s Tier 2 studies
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“inconclusive” for the following two reasons.32 First, the majority of the Tier 2
studies did not provide useful information because they used less sulfoxaflor than
the application rate proposed by Dow.33 Second, the limited number of Tier 2
studies that used Dow’s proposed application rate examined how long sulfoxaflor
residue remained on plants after application, but failed to examine the pesticide’s
toxicity for bee colonies.34 While Dow’s Tier 1 sulfoxaflor studies demonstrated a
risk for bees, its Tier 2 studies failed to reveal the magnitude of the risk.35

The inadequacy of these studies made EPA’s decision to unconditionally
register sulfoxaflor unacceptable to the court.3¢ Initially, EPA conditionally
registered sulfoxaflor while it waited to obtain new data.37 As part of the
conditional registration, EPA imposed a new lower maximum application rate and
other minor mitigation measures.33 However, four months later, without
supplementary studies or new data, EPA decided to unconditionally register
sulfoxaflor.3® EPA justified the unconditional registration with additional
mitigation measures, but did not make any changes to the application rate.40
However, the few studies that examined the proposed application rate were
limited in their analysis and did not show the impact on colony health.4! While
EPA took steps to protect bees, the effect on the colony remained unknown at the
proposed application rate.42

In Pollinator Stewardship, the Ninth Circuit vacated and remanded EPA’s
unconditional registration of sulfoxaflor because the registration was not
supported by “substantial evidence.”#3 The court determined that “given the
precariousness of bee populations, leaving EPA’s registration of sulfoxaflor in
place risk[ed] more potential environmental harm than vacating [the
registration].”44

II. ANALYSIS

A.  The Pollinator Stewardship Standard

In Pollinator Stewardship, the Ninth Circuit found that EPA lacked sufficient
scientific basis for its unconditional registration because the agency failed to
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follow its own rules for assessing the impact of pesticides on bees.#> EPA
originally decided Dow needed to provide additional data in its conditional
registration of sulfoxaflor.46 Then, EPA changed course and unconditionally
registered sulfoxaflor without completing new studies.#” The agency based this
change on the unsupported assumption that a lower application rate and other
mitigation measures would protect bees, even though the relevant Tier 1 and 2
studies did not study the proposed application rate.#8 The court vacated the
unconditional registration because EPA failed to acquire new data or provide
evidence to support its decision,®® affirming that EPA must adhere to its own
regulations.50

The Ninth Circuit relied heavily on precedent in deciding Pollinator
Stewardship. The court rejected EPA’s argument that Dow’s inconclusive studies
proved sulfoxaflor did not pose an unreasonable risk to bees.5! This aligned with
Ninth Circuit precedent, holding that ambiguous evidence, or a lack of evidence,
in an agency decision is not considered scientific proof of viability for a
threatened species.52 Additionally, the court rejected EPA’s argument that Dow
used an application rate “close enough” to the unconditional application rate.53
The court’s decision aligned with precedent from Natural Resources Defense
Council v. EPA, where the Ninth Circuit found a close-enough argument irrelevant
from a legal standpoint, even if it made sense from a practical standpoint.54
Ultimately, the Ninth Circuit vacated EPA’s decision because EPA’s decision was
not grounded in data.55 Judge Smith’s concurring opinion clearly stated EPA need
only “support [its] beliefs, knowledge, and judgment with evidence.”56

Yet, it is important to recognize that the court did not independently assess
the risk posed by sulfoxaflor.57 Rather, the court rejected the method EPA used to
arrive at its unconditional registration decision.>8 Furthermore, in keeping with
fundamental principles of administrative law, the court did not compel a particular
outcome; it only required adherence to process.59
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B.  Pollinator Stewardship Expanded and Limited

It is important not to overstate the impact of Pollinator Stewardship. EPA
still holds substantial power over pesticide registrations. Courts rarely vacate
agency decisions, and the Ninth Circuit is likely to defer to EPA in future cases,
especially those involving “substantial agency expertise.”00 This expectation
aligns with the standard of deference for reviewing EPA’s pesticide registrations
demonstrated by the D.C. Circuit.6! EPA will prevail in future challenges like
Pollinator Stewardship if the agency can “articulate a satisfactory explanation for
its action.”62 The path for EPA is clear: in a future challenge, the court would
likely uphold EPA’s decision if the agency could provide data showing mitigation
measures, including lower application rates, are sufficiently protective.

However, Pollinator Stewardship also raises an important question: is the
result transferable to pesticides affecting other species? The answer to this
question must recognize that the court did not use an ordinary FIFRA analysis in
Pollinator Stewardship; instead the EPA used the unique PRAF model to provide
a heightened level of testing for a pesticide that harmed bees.3 Future cases where
PRAF does not apply will not face this same heightened standard for data
collection.®# When an agency is not required to follow explicit or rigorous
standards, courts are more likely to defer to the agency’s expertise in performing
general cost-benefit analyses.®> Thus, from a legal perspective, the impact of
Pollinator Stewardship may be limited.

Furthermore, the importance and peril of bee populations was a driving factor
for the Ninth Circuit in Pollinator Stewardship.66 First, bees have a significant
impact on a profitable agricultural industry and—through pollination—contribute
to much of the food we eat.6” While courts focus on protectionist measures for
bees, they may provide less scrutiny for species that garner little economic benefit
or public attention. Bees had the pollination industry in their corner, but not all
species are so lucky. The result from Pollinator Stewardship may only transfer to
other species that garner significant public attention through an economic purpose
or other avenue. The plight of less visible species may continue to go unnoticed.

Finally, the specter of Colony Collapse Disorder may have heightened the
Ninth Circuit’s sensitivity towards dubious agency processes and decisions. The
Ninth Circuit’s concern for a vulnerable species in Pollinator Stewardship is
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consistent with concern the court has shown for endangered species generally.68
When applying the FIFRA balancing test in other cases, the Ninth Circuit has
afforded endangered species “the ‘highest of priorities’ in assessing risks and
benefits.”69

Pollinator Stewardship’s result is already attracting other cases, but it
remains unclear if the result will be the same.’0 Courts may follow this
protectionist pattern for bees and other highly profitable or endangered species,
but may be reluctant to question EPA’s judgment in cases involving less
vulnerable species.

C.  Moving Forward

On November 12, 2015, EPA issued a final cancellation notice for all
pesticide products containing sulfoxaflor, ending production of sulfoxaflor while
allowing end-users to exhaust their existing stocks.”! Because the court vacated
the registrations on remand, EPA issued its cancellation orders restricting the
distribution or sale of all previously registered sulfoxaflor.”2 Dow did not seek
rehearing, but continued to fight the ruling by submitting new labels for EPA
consideration in November 2015.73 Further, Dow vowed to work with EPA and
provide data to meet the agency’s standard for registration in the future.74

Even though the Ninth Circuit’s review of EPA decisions is usually limited
to procedure, Pollinator Stewardship may have a significant impact on EPA’s
approach to future registrations. Since EPA’s enhanced PRAF regulations
increased its vulnerability to judicial review, the agency may be reluctant to
establish similar heightened testing standards to protect other species.
Alternatively, Pollinator Stewardship may push EPA to be more critical of future
pesticide registrations and ensure more comprehensive data collection going
forward. EPA’s February 2016 notice of intent to cancel flubendiamide—a
pesticide that harms aquatic species—may point toward the EPA being cautious in
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its future pesticide approvals.”> In the past, pesticide manufacturers used
conditional registrations as a loophole to sidestep meaningful agency review.76
However, Pollinator Stewardship and the flubendiamide cancellation provide
hope for a more rigorous review process in the future.

CONCLUSION

FIFRA gives EPA the authority to regulate pesticides. However, Pollinator
Stewardship clarifies that EPA must abide by its own rules. While the court’s
ruling against EPA did not come as a surprise, neither did the court’s reluctance to
overturn an agency decision. The Ninth Circuit provided a clear road forward for
EPA: the agency can avoid unfavorable outcomes in the future by adhering to its
standards or even lowering testing standards.

Pollinator Stewardship is an outlier in judicial review of FIFRA applications.
The Pollinator Stewardship Council and its allies had a clear advantage: bees are
economically important and clearly in danger. Future cases will likely extend
protections for bees, but the impact for other species may be limited without
similar circumstances. In Pollinator Stewardship, bees benefitted from a perfect
storm where a needy and necessary client got help from some powerful,
personally-invested friends.

Alex Trabolsi
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