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Summary of Report

The National Academy of Sciences’ report, entitled “Assessing Risks to Endangered and
Threatened Species from Pesticides” was released on April 30, 2013. It contained
recommendations on scientific and technical issues related to pesticide consultations under the
Endangered Species Act (ESA) and the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA). Since then the Environmental Protection Agency (EPA), the National Marine
Fisheries Service (NMFS) and the Fish and Wildlife Service (FWS) (i.e., the Services) have
worked to implement the recommendations. Joint efforts to date include: collaborative
relationship building between EPA, NMFS, FWS, and the Department of Agriculture (USDA);
clarified roles and responsibilities for the EPA, the Services, and USDA; agency processes
designed to improve stakeholder engagement and transparency during review and consultation
processes; two joint agency workshops resulting in interim approaches to assessing risks to
ESA-listed species from pesticides; a plan and schedule for applying the interim approaches to a
set of pesticide compounds; and multiple workshops and meetings with stakeholders to improve
transparency as the pesticide consultation process evolves. As a result of the ongoing
collaborative efforts, EPA and the Services are moving forward with developing and applying
their interim approach to pesticide consultations, have completed some consultations affording
species protections, and developed work products that describe changes to processes intended to
streamline consultations and provide ample opportunity for stakeholder engagement as early as

possible.
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Regulations implementing Section 7 of the ESA require that federal agencies initiate
“consultation” with the appropriate Service(s) on certain actions that “may affect” ESA-
listed species or designated critical habitat. The appropriate Service depends on the
agency’s action, the ESA-listed species potentially affected by that action, and the
Service responsible for administering consultations for the listed species potentially
affected. The Services conclude a formal consultation by issuing a Biological Opinion
that addresses the federal agency action considered during consultation. The appropriate
Service determines whether the proposed action assessed in the Biological Opinion is
likely to jeopardize the continued existence of any ESA-listed species, or destroy, or
adversely modify the designated critical habitat of such species. If the FWS, or NMFS,
determines from its assessment that a proposed action is likely to jeopardize the
continued existence of the species, or destroy or adversely modify critical habitat, it must
provide the federal agency with RPAs to the action, if any exist, that the Service
determines will preclude likely jeopardy and destruction or adverse modification of
critical habitat. If the relevant Service concludes that take (i.e., harass, harm?, pursue,
hunt, shoot, wound, kill, trap, capture, or collect any threatened or endangered species)
will not violate ESA section 7(a)(2), the Service provide the federal agency with an
incidental take statement (ITS). The ITS identifies the amount or extent of take, RPMs
that minimize the impact of take, and implementing terms and conditions. Incidental take
that occurs when the agency action is conducted in compliance with the implementing
terms and conditions is exempt from statutory or regulatory prohibitions of take that

would otherwise apply.

It should be noted that USDA has no formal role in the consultation process. USDA’s
role is to provide pesticide use and usage data as well as information on agricultural
production practices. The National Agricultural Statistics Service (NASS) is providing
assistance with the appropriate use of the Crop Data Layer and other geospatial

information related to the location of agricultural crops.

3 Harm is further defined in 50 CFR Part 222









action area will include a footprint that extends beyond the use sites to

incorporate off-site transport including pesticide spray drift and runoff.

Step 2 (‘Not Likely to Adversely Affect (NLAA)/Likely to Adversely Affect
(LAA)’ determination) — EPA determines whether a pesticide’s registration,
or reregistration is “likely to adversely affect”, or “not likely to adversely
affect” ESA-listed species. When EPA determines that an effect is “not likely
to adversely affect” they must seek concurrence from the Services. When EPA
determines that an effect is “likely to adversely affect,” EPA and the Services
enter into formal consultation, and Step 3 is initiated. To determine whether
the call for a species is an NLAA or LAA, a similar process as described
above for Step 1 will be used with the exception that only endpoints relevant
to the specific listed species being assessed and their habitats will be
considered. Exposure values will be based primarily on fate and transport
model results that assess the range of labeled uses of the pesticide (rates,
methods). For aquatic exposures, PRZM/EXAMS, AgDRIFT and AGDISP
will be used to predict exposure in generic habitats, referred to as bins,
relevant to groups of listed species with similar habitat preferences. Exposure
results for the bin most appropriate for the species being assessed will be used.
For terrestrial exposures, TerrPlant, AgDRIFT, AGDISP and T-REX will be
used. In this step (i.e., Step 2), a refined version of T-REX that accounts for

species-specific characteristics (e.g., body size, diet, etc.), will be used.

Step 3 (‘Jeopardy/No Jeopardy’ determination and “Adverse Modification/No
Adverse Modification” on effects to designated critical habitat(s)
determination) — For all of those species/critical habitat designations found to
warrant determinations of LAA, the relevant Service(s) will determine
‘jeopardy’ or ‘no jeopardy’ for species and ‘adverse modification’ or ‘no
adverse modification’ for designated critical habitat. These determinations
will be based on a weight-of-the-evidence approach that evaluates species and

habitat risk hypotheses and associated lines of evidence. A variety of tools






implementing Steps 1 and 2, predictive models will be used to estimate pesticide

concentrations in soil, air, and water and environmental exposures to them, as well as

targeted and ambient water quality monitoring. Formulated products with more than one

active ingredient, tank mixes, and environmental mixtures will largely be considered

qualitatively.

The white paper also identified several follow-up tasks related to the NRC study’s

recommendations that are considered to be short-term, or long-term goals that will be

developed further by the Agencies, specifically:

L2

Develop a common approach to weight of evidence (WOE) analyses, using
quantitative and qualitative information for making NLAA/LAA (and

jeopardy and adverse modifications of critical habitat) decisions.

Share information about the FIFRA Endangered Species Task Force (FESTF)
database and the U.S. Fish and Wildlife Services’ Environmental
Conservation Online System (ECOS) and discuss whether/how these tools can
be used as part of the interim approach to identify species and define species’
ranges and critical habitats. Within ECOS, there are various modules that the
agencies are exploring to gather or store species information, including the
Information, Planning, and Conservation System (IPaC), the Critical Habitat
Portal, and the Threatened and Endangered Species System (TESS). These
three modules include various scales of geospatial data for species ranges

(e.g., county-level, areas of influence) and critical habitat.

. Describe “bins” (i.e., type of water body) for aquatic species for use in Steps 2

and 3 for exposure modeling. The water body may vary by depth, width, and
flow; it may be static, flowing, estuarine, intertidal, subtidal, or offshore

marine.

Develop guidance on the construction and use of species sensitivity
distributions (SSDs).
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WOE approach that can be used for the species-specific determinations, and
are planning on using WOE in Step 2. We have not yet had discussions on

using WOE at Step 3.

Geospatial data being defined - Identifying sources of geospatial data to map
the locations of ESA-listed species, and their designated critical habitat and
ranges, and to map crop locations for use in defining a pesticide’s action area
(Step 1 in the NRC study). The Agencies are pursuing sources of this
information considered “best available data” through various sources,
including two pesticide industry task forces: Federal Endangered Species Task
Force (FESTF) and Generic Endangered Species Task Force (GESTF).

The Agencies met with FESTF on November 25, 2013 and again on March
27, 2014. During the November meeting, FESTF representatives provided the
Agencies with an overview of their databases and sources of their data. During
the March meeting, FESTF representatives provided a more detailed
comparison of ESA-listed species’ locations from individual sources, and
demonstrated an information management system through which species
location maps from individual sources could be complied, contrasted, and
compared. FESTF has begun delivery of spécies range maps that include
aggregated available geospatial information (e.g., including critical habitat
information from ECOS) to the FWS field offices for use in the development
of vetted listed species ranges for the initial pesticide consultations. Once the
field offices have completed their review and refinement of the range maps,
they will be sent to FWS Headquarters for review prior to delivery to
EPA/FESTF as appropriate.

The Agencies met with GESTF on January 15, 2014 to discuss their efforts to
map crop locations using NASS CDL data. Based on the information and
understanding of available data and information on ESA-listed species
locations, designated critical habitat and range, and cropping patterns gained

from these meetings, the Agencies have drafted an approach for establishing
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the action area and determining whether the action may affect ESA-listed
species or designated critical habitat, i.e., Step 1 of the NRC’s study
recommendations. Currently, GESTF is investigating approaches to mapping
non-agricultural crops. GESTF expects to share their findings with the EPA by
the end of the end of 2014.

5. Exposure modeling being developed - EPA is developing a nationwide
pesticide aquatic exposure model that defines the magnitude and extent of
pesticide concentrations in water that is spatially explicit and captures seasonal
and yearly variations. The outputs of this spatial aquatic model will provide a
better definition of the aquatic spatial footprint of pesticide exposures in the
action area. EPA just completed a pilot version of the model for the Midwest
and is in the process of expanding to the entire country. On March 24, 2014,
EPA provided an update on the model at a public workshop. This workshop
provided an opportunity for stakeholders to provide technical and scientific
feedback on the model. On August 13, 2014, a presentation was made to the
American Chemical Society (ACS) meeting.

6. Species Sensitivity Distributions (SSDs) and population modeling being
developed - Different methods for deriving species sensitivity distributions
have been reviewed and will be applied to the initial consultations that the
EPA and Services will conduct in the coming months. The Services and EPA
are currently developing population modeling through monthly discussions
with academic and government experts. EPA’s Office of Research and
Development and Office of Pesticide Programs are developing general and
species-specific population models. Species sensitivity distributions will be

for procedures separate from population modeling.
Based on recent settlement agreements as part of ongoing litigation against EPA and the

Services (i.e., Northwest Center for Alternatives to Pesticides (NCAP) v. EPA, NCAP v.
NMFS, and Center for Biological Diversity (CBD) v. FWS), the Agencies have agreed to

11






opportunity for the public to comment on major registration decisions at a point in the
registration process when comprehensive information and analysis are available. The
Agency intends to use the outlined public participation process for the following types of
applications: new active ingredients; first food use, first outdoor use; first residential use;

and other actions of significant interest.

The current post-registration review process — known as registration review -- was
created by section 3(g) of FIFRA and mandates that EPA review pesticides not less often
than every 15 years. Under section 3(g)(l)(A)(ii), EPA has established procedures for
registration review in its final rule published in the Federal Register (71 FR 45,732, Aug.
9, 2006, as amended at 73 FR 75595, Dec. 12, 2008) and codified at 40 CFR Part 155
Subpart C — Registration Review Procedures. Under the procedures established per 40
CFR part 155 Subpart C, three specific time points have been identified for public
notification and comment during registration review: 1) initiation of a pesticide’s
reevaluation, 2) when a draft risk assessment has been conducted, and 3) for a proposed
registration review decision. In addition to the public review and comment periods
outlined above, EPA may meet with stakeholders at any time during registration review,
either through Agency initiation, or stakeholder request, to discuss an ongoing

registration review (40 CFR Part 155.52).

EPA’s Endangered Species Protection Program (ESPP) is the EPA program for
addressing the requirements of the ESA in connection with EPA’s implementation of
FIFRA. Announced in a November 2, 2005, Federal Register Notice, the 2005 ESPP
document!® outlines three opportunities for public input and participation during
registration review: 1) prior to a “may affect” determination by EPA, 2) when identifying
potential mitigation if a risk assessment identifies a listed species concern, and 3) prior to
issuance of a Biological Opinion to EPA by the Services. Under the ESPP, EPA will
generally engage the public in each of these three stages of its ESA-related work. The

first and second opportunity for public review and comment meld with existing

10 hitp://www.gpo.gov/fdsys/pkg/FR-2005-11-02/pdf/05-21838.pdf
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The Stakeholder Paper sets the stage for enhanced public engagement and describes
changes to the Services’ and EPA’s review processes intended to enhance opportunities
for stakeholders to provide input during review of pesticide registrations and
consultations. It begins by emphasizing the value of improved coordination across the
Agencies, a key recommendation of the NRC’s study. Plans to reach out at the earliest
point to pesticide users potentially affected to discuss the technological and economic
feasibility of draft RPAs and RPMs intended to avoid jeopardy and adverse modification
to critical habitat are included. The proposal describes the process by which stakeholders’
comments on RPAs will be received by EPA and provided to the Services, who will then
prepare a document to be included in the administrative record of the consultation
explaining how comments were considered, and if appropriate, how the final biological
opinion was modified to address the comments. The Services will provide the document
to EPA, and both the Services and EPA will make the document available to the public
upon request. The Agencies believe these changes provide clarity and transparency to
Section 7 ESA consultations for pesticides and result in improved ESA pesticide

consultations.

The Stakeholder Paper also describes “Focus” meetings, now being held at the start of
registration review for pesticide active ingredients. This change brings the affected
stakeholders into EPA’s review process at the earliest point of a pesticide’s registration
review cycle. The Stakeholder Paper describes EPA’s and the Services” agreement to
initiate formal consultations at a later stage in the review process; consulting later in the
registration review process allows EPA to develop more refined ecological risk
assessments and to engage affected stakeholders in discussions throughout EPA’s review
process resulting in more focused consultation packages inclusive of any agreed upon
mitigation for ESA-listed species. It recognizes USDA’s valuable relationships with the
agricultural community that provide a critical link between EPA’s expertise on pesticides
and the Services’ expertise on listed species’ locations, status and biology. The process
changes described in the proposal have the potential to maximize the opportunity to

effect changes that provide protections for species and their designated critical habitat,
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Kaput - Kaput™ is a rodenticide used to control black-tailed prairie dogs which was also
the subject of a lawsuit. The Agencies built upon their success from the Rozol™
consultation and applied the same early stakeholder engagement strategy to implement
risk mitigation measures that would support a “no jeopardy” conclusion, negating the

need for RPA, but achieve species protections through negotiated RPMs.

Thiobencarb - Thiobencarb is one of the pesticides included in the lawsuit related to
pesticide impacts on Pacific Northwest salmonids. Early engagement between NMES,
EPA, the California Department of Pesticide Regulation (CDPR), the registrant, and the
California Rice Commission allowed EPA and NMFS to develop an implementation plan
for thiobencarb use on rice in California. NMFS considered and used existing state
programs to mitigate risks to species and protect designated critical habitat. This resulted
in a “no jeopardy” conclusion. RPM were based on existing state programs and
developed in collaboration with EPA, CDPR, and NMFS. EPA is working with the
registrant, state, and impacted growers to implement the RPM via endangered species
bulletins. The draft bulletins were made available to affected stakeholders for public

comment.

Ongoing pesticide consultations regarding salmonids - Diflubenzuron, propargite, and
fenbutatin-oxide are three of the pesticides included in the lawsuit related to pesticide
impacts on Pacific Northwest salmonids. EPA and NMFS worked with the registrants to
identify pesticide uses that posed the greatest risks to salmonids. Registrants proposed
several label modifications to labels to reduce risk to the species. EPA is now working
with the registrants to incorporate the agreed upon mitigation measures into pesticide
product labels. The final Biological Opinion is scheduled for completion in December

2014.

Registration Review

Starlicide - Starlicide™ is an avicide used mainly on rice, typically in the form of bait. It

is currently undergoing registration review; and consultation has not been initiated. It

18



provides an example of positive outcomes from early stakeholder engagement prior to
consultation. In the interest of reducing non-target exposure, EPA met regularly with
USDA'’s Animal and Plant Health Inspection Service (APHIS) and the US Rice
Federation to discuss ways to minimize exposure and reduce costly data

requirements. The US Rice Federation suggested tilling the soil after the application/bait
period would bury leftover bait, making it less accessible to non-targets. This would be a
practical mitigation measure that is technologically and economically feasible for the rice
use, and may work for some of the other broadcast uses as well. The goal of these
outreach efforts is to eliminate or limit the potential for non-target exposures from the
rice use and other broadcast uses, subsequently negating the need for the majority of the
data requirements for Starlicide™ . This modification will be reflected in the consultation
EPA initiates with FWS as it works to complete registration review. The Agencies are
working towards this kind of successful outcome through collaborative dialogue with
stakeholders resulting in technologically and economically feasible mitigation measures,
which when implemented have the dual benefits of precluding the need for expensive

data requirements, and reducing, or eliminating concerns for listed species.

Gas cartridges - Gas cartridge products are used to control a variety of pests. It is
currently undergoing registration review; and informal consultation has been initiated. It
provides an example of achieving risk mitigation for some listed species through informal
consultation. EPA and APHIS have worked closely together and developed a set of risk
mitigation measures that build upon work already completed under previous
consultations with FWS. APHIS has agreed to place the risk mitigation measures on their
product labels narrowing the scope of consultation. The comment period on EPA’s
proposed interim decision is now closed. EPA is considering those comments and

formulating the interim decision.
Silica - Silica (Diatomaceous Earth) is an insecticide that is currently undergoing

registration review. EPA and FWS successfully completed informal consultation on 57

listed species that may be directly or indirectly affected by the use of silica. FWS

19






RPAs and RPMs identified in previous biological opinions can serve as the foundation
for label clarifications and early risk mitigation since previous consultations have
identified such measures as being helpful to endangered species. EPA’s intent is to use
and build upon those existing consultations between the Services and the other federal
agencies. By using the results on consultations already completed by other federal
agencies, EPA will reduce duplication of effort and save resources. EPA prepared and
sent letters to the Bureau of Land Management, Departinent of Defense, Forest Service,
Tennessee Valley Authority, Bureau of Indian Affairs, National Park Service, FWS,
Department of Energy, and the Bureau of Reclamation requesting biological opinions,
points of contact, lists of species on federal lands, chemicals approved for use on federal
lands, and data. EPA is organizing the responses and information from the federal
agencies. Once organized, this information will be reviewed and captured for use in

future consultations.

Litigation constrains resources. Agency staff working on litigation-driven, species-
specific éomplaints are diverted from working towards completing national-level
consultations. The agencies have worked with litigants to align lawsuits so that the
agencies could focus on national level consultations on all ESA-listed species rather than
focus on single species, or a small subset of species in smaller geographical areas. The
plaintiffs appreciate that the Agencies have limited resources, but have expressed their
concern that the Agencies address pesticides that pose the most threat to listed species,

first.

In the interest of preventing litigation and addressing plaintiffs concerns, EPA
continuously dialogues with potential plaintiffs and employs a 3-pronged strategy that is
intended to protect listed species and their designated critical habitat by focusing
resources on areas where we can achieve the most protections. First, EPA will undertake
the majority of its ESA consultation work through registration review. This allows EPA
to focus on chemicals with higher risk, i.e., the “worst first”, resulting in the greatest
potential benefits for listed species while addressing plaintiff concerns, thus, minimizing

potential future litigation. Consistent with the interagency “shared scientific approaches”
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Conclusion

The Agencies have developed a joint, highly robust process to address pesticide
consultations under the ESA. We are collaborating on developing interim approaches to
apply to national-level risk assessments for pesticides and coordinating our responses on
litigation. The scientific procedures and methodologies developed as part of the interim
approaches are the best that have ever been developed for ESA-listed species-pesticide
consultations. EPA and the Services will continue working towards incorporating the
NRC study’s recommendations over the coming months to strengthen even further the
foundation behind these assessments. EPA and the Services are committed to
scientifically sound risk assessments resulting in protections for ESA-listed species that
do not unnecessarily hinder agriculture. EPA and the Services are committed to
maintaining a robust dialogue with all of our stakeholders to ensure transparency
throughout the pesticide consultation process. Regular, meaningful communication and
collaboration between the Agencies’ management and scientific staff is important to

maintaining our current momentum and success.

Positive outcomes from the Agencies’ joint efforts include: some early successes on
litigation-driven consultations affording species protections for some chemical/species
combinations, the Stakeholder Paper, interim approaches to pesticide risk assessments for
listed species, interagency workshops, public comment periods on important papers and
work products, and meetings open to the public to keep stakeholders informed of our
progress as we move forward. In addition, EPA and the Services are working together on
negotiations with plaintiffs to address our agency-specific lawsuits. Positive outcomes
from this transition include negotiated settlements and extensions on ongoing litigation,
allowing EPA and the Services to devote time and resources to implementation of the
recommendations provided in the NRC’s study and to deliver nationwide assessments for

listed species.
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