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Executive Summary

The U.S. Environmental Protection Agency (EPA) Office of Pesticide Programs (OPP) conducts
a comprehensive review of pesticides initially registered before November 1, 1984, to ensure
that they meet contemporary health and safety standards and labeling requirements. After the
registrant signals its intent to reregister an active ingredient, EPA conducts science reviews,
develops a risk assessment and publishes it for public comment, and issues a Reregistration
Eligibility Decision (RED). EPA then must reregister each of the individual pesticide products
that contains the active ingredient. This final step in the process — pesticide product
reregistration — is the focus of this evaluation.

Product reregistration consists of three basic steps, which are completed by either the OPP
Special Review and Reregistration Division (SRRD) or the Registration Division (RD): (1) SRRD
sends registrants a Data Call-In (DCI) notice requesting the needed product-specific data. (2)
SRRD receives and evaluates the requested studies from the registrants and conducts a
preliminary label assessment. (3) RD reregisters a product if it was found to meet its standards
by issuing a reregistration notice and stamping a revised label that includes the necessary
mitigation.

Evaluation Purpose and Approach EPP\

There is considerable interest within EPA to streamll ge@N?&edlwﬁ e”@ﬁéuct reregistration
process. The purpose of this evaluation i ote @@1 tnities for innovation and
streamlining of the product reregL}e ﬁm‘oﬂp cesalrbmdé?to (1) ensure timelier implementation
of the mitigation mea u and (2) make the process as efficient as
possible in orde@ﬁﬁécreas%@@]% rJB‘nt of tlme needed for product reregistration and use
resources in the r@@ e'l‘iéct e manner. The evaluation was designed to answer the following
questions:

e What components of REDs have caused delays in product reregistration?

o What problems, bottlenecks, or unnecessary duplication of efforts occur in the product
reregistration process that are under the control of OPP?

o What innovations or streamlining in process could result in more timely implementation
of mitigation specified in the RED and/or more efficient production of outputs?

o What are the pros and cons of each of the proposed innovations or streamlining
measures?

o What is the optimal allocation of tasks between the Special Review and Reregistration
Division and the Registration Division?

o Are any external entities or considerations impeding the product reregistration process?

The methodology employed several data collection methods, including interviews, document
review, reregistration program data, case studies, and subject matter experts.

Product Reregistration Progress

Since heginning reregistration in the late 1980s, EPA has completed reregistration actions for
7,358 products. Reregistration actions for 11,948 products (conventional and antimicrobial)
Vi
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were pending as of October 2006. Of the pending reregistration actions, the products are
distributed through all phases of the pesticide reregistration process. Most of the products
(9,088 or 76%) have not yet had the Data Call-in (DCI) approved by the Office of Management
and Budget (OMB). The FY2006 REDs resulted in 6,722 products that will require DCls.

On average, it took more than 54 months to reregister a product. On average, approximately 41
months were needed to transmit the reregistration package to the Product Manager (PM) in RD,
and after the reregistration package had been sent to the PM, it took approximately 14 months
to complete the reregistration process. The distribution of these data indicated that they are
skewed such that the mean (average) is not adequate to represent the average duration of the
process; the median time is more informative in this instance. The median time to complete
product the product reregistration process was 30 months.

Product Reregistration Delays Associated with REDs

The Registration Eligibility Decisions (REDs) and subsequent activities were found to be a
source of delay in product reregistration. REDs were often published before they are complete
or before all outstanding issues were properly addressed. These documents represented a
“snapshot in time” of the data made available to EPA, and registrants often provided additional
data that warrant amending the RED. Some registrants were mcllned to |Bnge the contents
of a RED as a way to delay implementing mitigation. Also, so represent
decisions or included provisions for additional studlesa L@‘\ nﬁor ?e(ﬂmstratlon could not
be effectively implemented after the RED 3 é’ometlmes contained small
errors, most of which were strai Qrﬁﬁf gild S@'fb ress. The label tables often
contained Ianguaget é Wb’t%ereglstration Branch (PRB) believe could been
improved or the@s @@’h thlabeling for other products. Many of these issues only
became apparenﬁbmatgfnentatzon which was during the product reregistration process.

Post-RED issues were not given high priority in work plans and adequate resources within the
four SRRD reregistration branches, as statutory deadlines required continued focus on REDs.
Staff from the reregistration branches were often unavailable to assist with post-RED issues.
Given the length of time from when a RED was published, to when post-RED issues were
addressed, to when product reregistration was conducted, the Chemical Review Manager
(CRM) who wrote the RED was often no longer in that position.

Problems, Bottlenecks, and Unnecessary Duplications of Effort

Because of the length of the product reregistration process, as well as the delays that often
occur, the mitigation identified in the RED is often not implemented for several years. This delay
is particularly troublesome given that the universe of pesticides includes those that were
registered prior to November 1, 1984. EPA has made several attempts to implement RED-
specified mitigation as soon as possible, including through memoranda of agreement and
requests to registrants. Even with regulatory action as a possible consequence of non-
response, registrants did not submit amended labels for a substantial number of products.

There is substantial backlog in the number of DCls that need to be approved by the Office of
Management and Budget (OMB) and sent out by OPP so that product reregistration can begin.
The review by OMB also results in substantial delay because the approval process takes an

vii
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average of nine to ten months. In addition, the format for the justification package has been and
continues to be an issue, the needed information is not readily available in a suitable format,
and OPP lacks an adequate tracking system for the DCI process.

One of the sources of delay in the product reregistration process are the registrant responses,
which require a lot of time for the registrants to prepare and submit, as well as for EPA to
receive, track, review, and respond to (if required). During the course of its reregistration
program, EPA has initiated several efforts to increase the quality of data it receives from
registrants so that data are not deficient, which requires additional time for the registrant to
prepare and submit studies and for EPA to review them.

As currently designed, the Special Review and Reregistration Division (SRRD) conducts
preliminary label assessments, and the Registration Division (RD) conducts full label reviews.
The review by SRRD was intended to focus on mitigation required by the reregistration process,
whereas RD focused on label amendments and content more generally. Despite this division of
labor, the two reviews are duplicative and RD has not used many of SRRD’s label assessments.

Efficient information management is an issue for all aspects of the product reregistration
process. In 2000, EPA launched the Office of Pesticide Programs Information Network
(OPPIN), which was intended to be an integrated, office-wide system. This system, which
replaced existing systems to track reregistration on the product an c\tpvtﬁé edient levels,
failed to meet the needs of OPP with respect to product ﬁ e(r‘é¥ n%gép nse, many staff
have created one-off tracking systems in order, % jo ing comprehensive,
reliable status updates very dlff cult t0§§{ Eg%esled improvements to OPPIN
in November 2006, but req Eﬁﬁ@ﬁ Q often not granted due to competing
demands and br:% @ op ﬁe@ét in September 2008. It is unclear the extent to
which the new i rmatr?_rz&nﬁh ement system, PRISM, will address the needs of product
reregistration. NO.

In its FY2007 reregistration work plan, SRRD allocates eight percent of its resources (full-time
equivalent (FTE)) to product reregistration. This allocation is roughly equivalent to past staffing
levels and SRRD expects the staffing level to remain fairly constant in the short term. SRRD
intends to allocate funds to product reregistration at roughly the same level through FY2013.
SRRD has predicted that it will complete product reregistration by the end of the 2012 calendar
year.

Based on data provided by EPA, Abt Associates developed a conservative estimate as to when
it believes OPP might complete product reregistration, assuming that the current level of activity
and resource allocation continue. We estimate that product reregistration may not be
completed for more than twelve years, or the end of FY2018. This is six years longer than
EPA’s current prediction, and five years longer than the period for which EPA has budgeted.

External Entities or Considerations

Two divisions of the Office of Pesticide Programs (SRRD and RD) are generally responsible for
reregistering conventional pesticide products. However, other divisions participate in the effort,
including the Field and External Affairs Division (FEAD) and the Information Technology and

Resource Management Division (ITRMD). Both FEAD and the Office of Prevention, Pesticides,

vifi
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and Toxic Substances Regulatory Coordination Staff participate in the preparation of DCI
justification packages and facilitate communication with OMB. FEAD recently developed a
streamlined template for the package to improve the process. FEAD also provides scientific
and technical staff support to SRRD. ITRMD is responsible for information technology and
management. ITRMD receives and responds to requests for data systems improvement, such
as those to OPPIN. The science divisions also provide some support for product reregistration,
as needed.

The Office of Management and Budget (OMB) reviews and approves DCI justification packages.
This review period varies in length and often results in EPA responding to several rounds of
questions and issues raised by OMB. A new OMB desk officer was recently assigned to
pesticide DCI approvals, so the timeline and procedures for the review of DCI justification
packages may change. As needed, the U.S. Department of Agriculture and other federal
agencies consult on product reregistration issues.

Finally, the pesticide registrants play a key role in product reregistration and are also a
significant source of delay. In response to a DCI, registrants provide both ninety-day and eight-
month responses, which include amended labels, waiver requests, and requested studies. In
addition to the time provided for response, additional time is required when registrants submit
deficient studies that have to be repeated/upgraded. Also, the review of this material and the
communication with the registrant consume a significant portion of OPP‘%iquas well.

o \ -
W el S\Xy 20 ’37

. : RPN :
Recommendations to Streamline org&ﬂ@gﬁ%dgﬁ.@rﬁ&gﬂ'atlon

The reregistration programéﬁﬁ@hég&gr @@ ahd i% response to significant policy changes,
e

including the Fooq‘%aam clte‘n BE6 Esticide Registration Improvement Act, and the
public participa@h ro rg{p’.&_@% pesticide reregistration program is required under the Federal
Insecticide, Fungighd®; %’odenticide Act, but the process is not codified in regulation. Although
this arguably has its down sides, for purposes of this evaluation it means that EPA has the
flexibility to modify and improve the process to better meet its desired outcomes.

Internally, OPP initiated a dialogue to improve the product reregistration program, including
developing a "SWAT Team” approach to expedite product reregistration. In addition, recent
management attention has raised the visibility of product reregistration in both RD and SRRD.
Based on the results of the evaluation, the following recommendations are presented to further
expedite product reregistration and/or implement RED-specified mitigation more quickly:

ix
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Recommendations of the Evaluation Team

RED Development

» |mprove the Transition of Chemical Cases from Reregistration Branches to PRB
= Require More Participation by RD in the Development of Label Tables

Implementation of RED-Specified Mitigation

* Implement Mitigation in an Expedited Manner When Cost-Effective
=  Pursue Additional Regulatory Action When Warranted
= Further Explore Self-Certified or Electronic Labels

DCI Justifications and Preparation

= Ensure that DCls Are Prepared According to the Package Template
= Modify Format of Supporting Data in Risk Assessments

Streamlined Data Requirements

= Conduct Additional Analyses to Determine Value of Product-Specific Data
" Leverage Related Efforts for Process Improvements
n
u

Expand Scope of Batching Approaches to Reduce Number of Requested Studies
Encourage Use of Self-Certified Product Chemistry Data

Registrant Responses EV P

= Create Incentives for Registrants to Provide Exped\ﬁqgﬁﬁ&g 20’3_'(
= Establish Procedures and Pursue Suspen§8@c a(\l 0
* Retain Data Review Functions \gﬂl“n 33,(\

Label Reviews and the, Rop@m‘egls}:ﬁ‘mﬁﬂvﬁmn
»  Discon(ife b && gs@nbrits Within SRRD
I

»  [mprove Wll hemlcal Cases from SRRD to RD
Management, Resources, and Staffing

= Reevaluate Allocation of SRRD Resources

s Maintain Emphasis on Product Reregistration

= Pursue SWAT Teams and Other Strategies to Reduce Backlog
v Obtain Support for DCI Preparation

Communication
= |mprove Internal and External Communication about Product Reregistration
Performance Management

= |mprove Performance Measures and Strategic Targets
» Incorporate Product Reregistration into PARS

Information Management

= Continue to Prioritize an Integrated Tracking System
= Maintain Web Site as a Repository of Reregistration Decisions

These recommendations are discussed in detail in the body of the report, including applicable
pros and cons for each.
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1. Introduction

To ensure the safety of older pesticides, the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA) amendments of 1988 required the U.S. Environmental Protection Agency (EPA) to
conduct a comprehensive review of pesticides initially registered before November 1, 1984,
Through its pesticide reregistration process, the EPA Office of Pesticide Programs (OPP)
ensures that older pesticides meet contemporary health and safety standards and labeling
requirements. Reregistration includes approximately 600 active ingredient cases and more than
20,000 pesticide products that contain these active ingredients.

The reregistration process is composed of several steps. After the registrant signals its intent to
reregister a pesticide, OPP conducts science reviews, develops a risk assessment and
publishes it for public comment, and issues a Reregistration Eligibility Decision RED). After
OPP publishes a RED, it then must reregister each of the individual pesticide products that
contain the active ingredient. This final step in the process — pesticide product reregistration —
is the focus of this evaluation.

1.1 Purpose and Evaluation Questions

Risk assessments and mitigation requirements are incorporated in Rer ‘@rﬁion Eligibility
Decision documents (REDs) for each active ingredient; how Ate mi qn for that active
ingredient is not implemented in the field until thelﬁdé\‘\uﬁ)é odu @p ave been changed.
This is accomplished through the produc\gq ;é hat follows the completion of
the RED, a process that ofteng\ @15’&& era! reéhd thus prolongs the implementation of
environmentally pro&z in REDs. In addition, the recent signature of the
REDs for food@é’bep ext requue OPP to reregister thousands of individual
products. Fort other reasons, there is considerable interest within EPA to streamline
and expedite the product reregistration process.

The purpose of this evaluation is to identify potential opportunities for innovation and
streamlining of the product reregistration process in order to:

= Ensure timelier implementation of the mitigation measures specified in the RED, and

= Make the process as efficient as possible in order to decrease the amount of time
needed for product reregistration and use resources in the most effective manner.

In order to focus the evaluation and establish a clear goal, Abt Associates and EPA identified
several specific questions regarding the product reregistration process that were of particular
interest. This evaluation was designed to provide the answers to the following questions:

1. What components of REDs have caused delays in product reregistration?

2. What problems, bottlenecks, or unnecessary duplication of efforts occur in the
product reregistration process that are under the control of OPP?
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3: What innovations or streamlining in process could result in more timely
implementation of mitigation specified in the RED and/or more efficient production of
outputs?

4. What are the pros and cons of each of the proposed innovations or streamlining
measures?

5. What is the optimal allocation of tasks between the Special Review and
Reregistration Division and the Registration Division?

8. Are any external entities or considerations impeding the product reregistration
process?

1.2 Evaluation Audience

The findings, conclusions, and recommendations of this process evaluation will be of interest
largely to the individuals responsible for or who participate in the pesticide product reregistration
process. Thus, the primary audiences for this report are EPA managers and staff who will use
the results of the evaluation as a management tool to identify issues related to the current
process, including the extent/nature of the problems and possible modifications to the product
reregistration process. The findings may further serve as a catalyst for innovation within the
program, which will increase efficiency and reduce the product reregistrag‘n packlog, beyond
the scope of what is recommended in this report. (st y 1

L DNE 0,20%

Please note that due to the nature of the 3% Nngllon contained within this

report, this report and its supp “l\'g &GXU ent oo'fs sidered internal, EPA deliberative

material, and therefore- W@G % @Q\\H& ed, or distributed outside the Office of Pesticide
\

Programs or tt‘@(&fﬁ omlcs and Innovation unless otherwise approved by both

the managemen&@h |ce of Pesticide Programs and the EPA Work Assignment Manager,

Yvonne Watson.

1.3 Program Description

Product Reregistration for conventional pesticides is largely the responsibility of the EPA Office
of Pesticide Programs (OPP) Special Review and Reregistration Division (SRRD), although the
final end products — reregistration notices and stamped labels — are dependent upon the
Registration Division (RD). In addition to product reregistration, SRRD is also responsible for
reregistration eligibility decisions, tolerance reassessments, and special reviews. Reregistration
of antimicrobial pesticides or biopesticides is the responsibility of the Antimicrobials Division
(AD) and Biopesticides and Pollution Prevention Division (BPPD), respectively. This evaluation
focuses only on conventional pesticide products because of the limited time and resources
available and because conventional products are most common.

1.3.1 Statutory Framework

The Federal Insecticide, Fungicide, and Rodenticide Act, or FIFRA, as amended in 1988,
authorized EPA to conduct a comprehensive pesticide reregistration program. Reregistration
involves a complete review of the human health and environmental effects of older pesticides

1-2
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originally registered before November 1, 1984. The reregistration process is finite and will
conclude when all pesticides registered prior to November 1, 1984, have been reregistered (or
cancelled). The reregistration requirements of FIFRA are not codified by rulemaking.

FIFRA specified five stages of reregistration and included provisions for collection of
reregistration fees. Product reregistration is considered part of phase five, data review and
reregistration (FIFRA section 4(b)). According to FIFRA section 4(g)(2)(b):

» Before reregistering a pesticide, EPA shall obtain any needed product-specific data
regarding the pesticide and shall review such data within ninety days after its
submission.

» EPA shall require that the data be submitted not later than eight months after a
determination of eligibility has been made for each active ingredient of the pesticide,
unless a longer period is required for the generation of the data (no more than two
additional years).

»  After reviewing its active ingredient(s) and product-specific data, EPA shall determine
whether to reregister a pesticide. If eligible to be reregistered, EPA shall reregister such
pesticide within six months after the submission of the product-speciﬁc data.

The Pesticide Registration Improvement Act (PRIA) of 2003 e gg%“rgh\dd ? de registration

service fees for registration actions. It also mcluded adlbggyf pletlon of specific

aspects of the reregistration processt‘o( B\O\ogoﬂ 3a“ua(\}
»  Complete all RI%RS@EQB% u%p}éﬂﬂ:%es by August 3, 2006

i Compfe@&ﬁ RE&[&,fhﬁ%n food-use pesticides by October 3, 2008

EPA met its deadline to complete the 231 REDs for food-use pesticides, with the exception of
aldicarb.! PRIA did not provide deadlines for completion of product reregistration.

Pesticides with food uses must meet the safety standards of the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by the Food Quality Protection Act (FQPA) of 1996. EPA
must determine that pesticide residues remaining in or on food are safe. As amended by
FQPA, FFDCA requires the reassessment of all existing tolerances (pesticide residue limits in or
on food).

FQPA also amended FIFRA to require periodic review of pesticide registrations to ensure that
all pesticides continue to meet statutory and policy standards over time. FIFRA section 3(g)
specifies that EPA establish procedural regulations for conducting registration review on a
fifteen-year cycle. This regulatory scheme, called registration review, was proposed for public
comment in July 2005? and the EPA Administrator signed the final action on August 1, 2006.°

" EPA Press Release, “U.S. Pesticide Safety Highest in the World,” August 1, 20086,

http://www.epa.gov/newsroom/
2 40 CFR part 155, Procedural Regulations for Registration Review, Proposed Rule, 70 FR 40251, July

13, 2005
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EPA designed the program to address lessons learned from reregistration, including predictable
schedules, sound science, transparency and public participation, flexibility, early stakeholder
involvement, and using a docket system.*

1.3.2 Product Reregistration Process

Pesticides that meet current scientific and regulatory standards may be declared “eligible” for
reregistration. To be eligible, an older pesticide must have a substantially complete database,
and must not cause unreasonable adverse effects to human health or the environment when
used according to EPA-approved label directions and precautions. EPA publishes its
reregistration eligibility decision in one of two document types:

= REDs, or Reregistration Eligibility Decisions, for pesticides that have sufficient
supporting data and whose risks can be successfully mitigated.

v |REDs, or Interim Reregistration Eligibility Decisions, for pesticides that are undergoing
reregistration, require a reregistration eligibility decision, and also must be included in a
cumulative assessment under the Food Quality Protection Act (FQPA) of 1996 because
they are part of a group of pesticides that share a common mechanism of toxicity.

For pesticides that require tolerance reassessment decisions under FFDCA, but do not require
a reregistration eligibility decision, or where the RED was completed prioktd the passage of
FQPA (1996), EPA publishes a Report on FQPA Tolerarﬁi\,P@a%é sm%ﬂfblblhty Decision

After EPA declares a pestléi fﬁ@@ gﬂ)at\g 56 edndi itionally eligible for reregistration (the
condition being th e\an is incorporated on the label), the individual end-
use products th& ont th&, ngredient must be reregistered. This concluding part of the
reregistration protass aé‘called “product reregistration.” Product reregistration consists of three

basic steps (Figure 1-1):

1. After issuing a RED for an active ingredient, SRRD sends registrants a Data Call-In
(DCI) notice requesting any product-specific data needed to complete reregistration for
each of the individual pesticide products covered by the RED.

2. SRRD receives and evaluates the requested studies from the registrants. It requests
additional information, as needed, and conducts a preliminary label assessment.

3. Based on its review of the data and labeling, RD reregisters a product if it was found to
meet FIFRA and FFDCA standards. The primary output of this step is a reregistration
notice (issued to the registrant) and the stamped pesticide label, which includes any
revised mitigation specified in the RED or during the product reregistration process.

340 CFR part 155, Procedural Regulations for Registration Review, Final Rule, 71 FR 45719, August 9,
2006

4 “Compare Registration Review to Reregistration,” Presentation by Susan Lewis, Special Review and
Reregistration Division
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Signed Evaluate ;
. Issue Data . .| Reregister | Stamped
RED(s) @ Call In ] Reglztt;ant | Product Label

SRRD/PSB SRRD/PRB RD

Figure 1-1. Overview of Product Reregistration Process. (Source: OFPP Enterprise Architecture
Process Description: Special Review and Reregistration Division Product Reregistration, SRA)

Issue Data Call-in

After a RED is signed, EPA collects both product-specific data and confirmatory data on the
active ingredient as identified in the RED. EPA requests this information through Data Call-ins
(DCls) that are approved by the Office of Management and Budget (OMB) and then issued by
EPA to the pesticide registrants. DCls may either be generic (for confirmatory data) or product-
specific (PDCls). The Program Support Branch in SRRD is responsible for preparing the DCls.

Evaluate Registrant Data

Registrants must respond to a DCI to indicate whether or not tl‘fg\'@e u?port a product

within ninety days of issuance. [f the product will not Bg @N} shes a

cancellation notice in the Federal Reg.rste (b’\@% é amt respond to the DCI, EPA has
is

the option to initiate a suspensnoQé( lSt trants continuing to support a
product must submit 1\“ o %P \w}\h\?\' [ght months of the DCI being issued. The
Information Tec@\&%@y ce Management Division/Information Services Branch

(ITRMD/ISB) revi II{\}Qtudy format, assigns a record number, and sends the studies to the
Chemical Review Manager (CRM) in SRRD Product Reregistration Branch (PRB).

The SRRD CRM coordinates and tracks all activities and communication with the registrant.
Product chemistry and acute toxicology studies are evaluated within PRB. If a study contains
efficacy data, RD conducts the evaluation since PRB does not have in-house expertise in that
area. If a study contains deficiencies, the CRM notifies the registrant and requests a corrected
study. After all data have been reviewed, PRB conducts a label assessment and then sends
the required documentation to RD for a label review and reregistration decision.

Reregister Product

Once RD receives the product reregistration package, the Product Manager (PM) reviews it for
completeness and requests any missing data from PRB. In most cases, the label submitted by
the registrant with the original reregistration submission is no longer current, so RD requests an
updated label from the registrant. Any package inaccuracies are corrected at this time.

Once the amended label has been provided and is acceptable, RD develops a reregistration
notice. If a product contains multiple active ingredients, EPA instead issues an amendment to
the product's registration; a product with multiple active ingredients is not reregistered until the
last active ingredient in its formulation is eligible for reregistration and its label has been
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amended. The registrant receives a reregistration notice and a copy of the stamped label. The
label is recorded in Pesticide Product Label System (PPLS), which is available on the OPP Web
site. This concludes the product reregistration process.

For more information on the product reregistration process, please refer to “OPP Enterprise
Architecture Process Description: Special Review and Reregistration Division Product
Reregistration,” SRA International, September 29, 2005,

1.3.3 Roles in the Product Reregistration Process

This section provides a brief overview of the key OPP divisions that play a role in product
reregistration. Other OPP divisions sometimes contribute to product reregistration, as needed
and/or requested.

Special Review and Reregistration Division (SRRD) is responsible for pesticide
reregistration, tolerance reassessment, and registration review for conventional chemical
pesticides.

»  Reregistration Branches write the REDs, process confirmatory data on an active
ingredient that are submitted in response to a DCI, and address pos‘SFﬁED issues.

» Program Support Branch (PSB) is responsible for prep Wdl ]ust tion packages
and issuing DCls. DWE et t{‘eﬁ

\ca)
»  Product Reregistration Branc )QEQ% t&ﬁ%#d etght -month responses to
product-specific da I’,éaroc ct guidelines and identifies deficiencies,
commuén; @vmn e qurqtra’ftc nducts label assessments, and processes

packages' for RQ_A 1

Registration Dlwsmn (RD) is responsible for product registrations, amendments, registrations,
tolerances, experimental use permits, and emergency exemptions for conventional chemical
pesticides. With respect to product reregistration, RD conducts label reviews, requests
additional label changes (as needed), sends reregistration notices, and stamps (approves)
labels.

Information Technology and Resources Management Division (ITRMD) is responsible for
information support, dockets, the OPP Web site, computer support, budget, and personnel.
With respect to product reregistration, ITRMD receives and processes the ninety-day and eight-
month submissions and supports some of the information management databases (e.g.,
OPPIN).

Field and External Affairs Division (FEAD) is responsible for program policies and
regulations; legislation and congressional interaction; regional, state, and tribal coordination and
assistance, international and field programs; and communication and outreach activities. With
respect to product reregistration, FEAD reviews the DCI justification package and facilitates
communication with OMB and other federal agencies.
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1.3.4 Product Reregistration Program Logic Model

The evaluation questions (see Section 1.1) were considered relative to the logic model for the
pesticide product reregistration program (Figure 1-2). A logic model is a visual, systematic way
to represent how a program works by illustrating the relationships between a program’s
resources, activities, outputs, and short-term, intermediate, and long-term outcomes. The
model highlights the key connections between program components and outcomes, as well as
providing some context in which the program operates.

The program'’s logic model illustrates several key considerations regarding the product
reregistration process:

= |ssuing the RED does not directly result in mitigations appearing on the label. That
is, the program cannot achieve its short-term outcome (updated mitigation practices
specified on label of products sold to growers/applicators) until the completion of the
entire product reregistration process.

»  Product reregistration relies upon registrant-submitted data and receiving that data in
a timely manner.

= OPP often has to request additional information from the reglstrant as it evaluates

product-specific data, which results in delays as OPP requ E‘the registrant
develops the data, and OPP tracks and rewe\ﬁ@e( :ewsigq_d'{tlonal
submissions. \CO y 20

10109 nual

v Seven entities cansult‘@(p'%ﬁ c%ate i tm{bl:})%uct reregistration process, which
removes a p@gt@ﬁ: foﬂ%%rol of OPP. These organizations include other
partg 9\‘@@0\ al agencies, and the pesticide registrants (see “Partners
that mejt&a@Partlmpate”)

= Several external factors affect program effectiveness, which influence resources,
activities, outputs, and outcomes. These factors affect OPP’s regulatory
responsibilities, its priorities, the timeliness of information provided, and the
resources available to complete product reregistration.

»  Product reregistration has a variety of customers with different interests, concerns,
and incentives.
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1.4 Review of Related Evaluations

Numerous entities have commented on reregistration and its shortcomings, though none have
focused exclusively on product reregistration. Nonetheless, reviews conducted by the
Government Accounting Office (now called the Government Accountability Office), the EPA
Office of Inspector General, the Office of Management and Budget, and other entities illustrate
the depth of the issues explored later in this report, as well as the striking similarities and
marked differences between product reregistration and reregistration generally. In addition,
OPP itself has also commented publicly on product reregistration, including in the recent
rulemaking for its registration review program.

1.4.1 Funding and Accountability

In 1996, the Congressional Research Service (CRS) reviewed the Food Quality Protection Act,
including reregistration and its related funding issues.® Reregistration is financed through a
combination of appropriated funds and registration "maintenance" fees paid by pesticide
registrants. EPA maintains that fee collections have been lower and costs higher than originally
anticipated, and as a result maintenance fees have been extended. Pesticide registrants
contend that historical funding levels had been adequate, and they questioned whether EPA
had managed funds efficiently. One reason for higher than expept%d\?c_)&s and reregistration
delays has been late and deficient reregistration packagﬁwmﬁgi ns, azeqﬁing to EPA, and
these problems are being addressed. _ '\ca\ v 20,

' B\O\Og 3&“\)3
EPA requires manufacture épﬁ@f\g}% rﬁq'\?@éop%register a pesticide to submit reports of
scientific studieé-t{@@a“i\:i e toxi yaﬁ&‘v ehavior in the environment. EPA requires that
studies conduc él by indiys nform to EPA standards of scientific quality. Studies that do
not meet EPA st rds are rejected and must be repeated/upgraded and then reevaluated.
Rejected studies contribute to the high cost of registration. While pesticide registrants have
argued that EPA's scientific standards are excessive, EPA has insisted that registration
decisions should be based on the best available science. Historically, EPA rejected
approximately 30 percent of studies submitted. A 1991 analysis of-factors contributing to late
and deficient study submissions prompted a joint EPA-industry project to improve performance.
Because of workshops, guidance, and registrant efforts, the study rejection rate in 1996 was
half of what it was in 1993 and many submissions are timelier, according to EPA.

Some have argued that industries have little incentive to submit timely and adequate
applications to maintain registrations of older pesticides; while a decision is pending about the
safety of the older pesticides, manufacturers may continue to market them.

1.4.2 Reregistration Policy

In 1986, the Natural Resources Defense Council (NRDC) evaluated the reregistration program
and related policies.® The reregistration process has its roots in the 1972 FIFRA amendments

® CRS Report to Congress: Pesticide Legislation: Food Quality Protection Act of 1996

(P.L. 104-170), 96-759 ENR, September 11, 1996, Linda Jo Schierow, available at
http://ncseonline.org/nle/crsreports/pesticides/

® “Pesticide Reregistration: An Evaluation of EPA’s Progress,” Lawrie Mott, Natural Resources Defense
Council, San Francisco, California, April 3, 1986
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and in its 1986 report NRDC noted, “until recently reregistration was not even a high priority
within EPA's pesticide program.” Of NRDC'’s three key findings, one is particularly relevant to
the premise of this evaluation: reregistration has not been expeditious. Two of the
corresponding recommendations include:

o EPA should immediately issue final regulations establishing procedures for
reregistration. Further, NRDC noted, “Without final regulations, EPA's reregistration
program is operating on an ad hoc basis. Furthermore, absent a regulatory framework,
the public cannot readily follow EPA'’s process.”

e EPA should institute biannual public reports that identify which pesticides have been
reregistered, etc. The public has no simple way to determine which pesticides have
been reregistered.

Similarly, the Administrative Conference of the United States recommended that EPA adopt,
whenever possible, rules setting clear standards for pesticide reregistration data and should
communicate those standards to registrants.” In 2000, the EPA Office of Inspector General
(OIG) concluded that EPA did not consider regulation development a high priority since the
pesticide statutes are very prescriptive and the program is highly centralized.?

As it developed its registration review program, EPA and 1ndust G\ms&e?ed the shortcomings
of its reregistration program.® In response to its propom rwﬁg ’ht d that EPA should
not implement registration review of end-use til i probfems with the review
of end-use products in rereglstratlor‘o'%eﬁ)kngi rereglstratlon are likely to be
similar and reglstra'uon r usgﬂ effort of reregistration, especially when a
product may qgamﬁg view several times. The commenters were concerned
that if EPA do not meQe%e ciencies in the review of end-use products, the fifteen-year
registration rewmm extend to forty years.

In response, EPA stated that it expects reregistration to satisfy most product-specific data
requirements and achieve many label improvements for end-use products. Although EPA does
not expect it will routinely require product-specific data during registration review, it expects that
registration review will be an important vehicle for the continuing update of labels. EPA agreed
that the review of end-use product labels could benefit from process improvements, and that
registrants and other stakeholders can help develop approaches to make this process more
efficient.

1.4.3 Information Management

As early as 1980, GAO auditors determined that EPA was behind schedule, lacked a tracking
system to identify problems, did not have a formal operating procedure for reregistration, and
had not adequately monitored its overall progress in the reregistration program.’ In 1991, GAO
reported on the lengthy delays associated with reregistering pesticides and that such delays

" Recommendations of the Administrative Conference of the United States, 1 CFR part 305,
Recommendation 93-5, Procedures for Regulation of Pesticides

® pesticides: Follow-up Report on EPA'’s Pesticide Program, Report No. 00P00011, March 27,2000, EPA
Office of Inspector General

® Pesticides; Procedural Regulations for Registration Review, Final Rule, 71 FR 45719, August 9, 2006
5 Delays and Unresolved Issues Plague New Pesticide Protection Programs, GAO, 1980

1-10



Case: 14-16977, 02/02/2017, 1D: 10299319, DktEntry: 71-2, Page 22 of 291

stem, in part, from the inadequate support provided by EPA’s information systems for
reregistering pesticides. "

In 1992, GAO reported that after having invested $14 million over three years in data systems
development, EPA could not easily assemble accurate, reliable, and complete information on
chemicals in its reregistration process.” GAO concluded that these information management
problems resulted from inadequate systems planning and poor data management. In addition,
OPP employed nine separate data base systems to track or manage information about
chemicals pending reregistration. Each of these data systems was designed and developed
separately without taking into account a way of using them jointly. EPA staff entered
information about pesticide studies numerous times into different systems, and data compilation
is labor intensive and time consuming.

In 2000, the EPA Office of Inspector General (OIG) published a follow-up report to its 1994
evaluation of the pesticide program.” OIG found that the OPP Information Network (OPPIN)
had been designed to address most of its information management concerns, but some of the
original concerns still exist. OIG noted that OPP had not completed actions to improve
information systems that contain inaccurate, incomplete, and duplicate data or that are not
integrated.

J.EPh
1.4.4 Performance Management S v 1
\\]e( Ol
In FY2005, the Office of Management and @&é tg‘(ghe reregistration program
143 %2005 Program Assessment

using its Program Assessment Raelqg)ﬂ' }a

indicated that the pro & e l\Je\Q)‘
cied Q% 16971 d
" There isy@evi nce to indicate that a different program design would be more effective
or efficient than what is currently used. The 1996 FQPA changes added clarity to
science reviews and introduced higher visibility deadlines, which forced increase
effectiveness.

included the following conclusions:

= To help ensure the program is effectively targeted, statues establish criteria for
prioritizing reregistration activities and sets specific deadlines and timelines for
completion.

= The annual goals are output measures but are acceptable because it is a process-
oriented licensing program that results in “products” (i.e., reregistrations).

= The annual output goals reflect activity required to meet statutorily required completion
dates. The program did have difficulty meeting annual targets in the past, leading to
changes in the statutorily required dates. The targets and baselines for the output
measures are adequate.

" Pesticides: EPA's Information Systems Provide Inadequate Support for Reregistration, GAO/T-IMTEC-
92-3, October 30, 1991

'? Pesticides: EPA’s Information Systems Provide Inadequate Support for Reregistration, GAO/IMTEC-
92-3, October 30, 1991. Pesticides: Information Systems Improvements Essential for EPA's
Reregistration Efforts, GAO/IMTEC-93-5, November 23, 1992.

" pesticides: Follow-up Report on EPA’s Pesticide Program, Report No. 00P00011, March 27,2000, EPA
Office of Inspector General

' “Program Assessment: Pesticide Reregistration,” expectmore.gov, accessed on July 11, 20086.
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»  The program uses multiple electronic methods to track information on the progress of
reregistration actions and reports on the progress of activities are provided to program
management weekly. OPPIN is a central database used to track activity, and it stores
history that is easily retrievable.

A performance measure for pesticide product reregistrations was not included in PART, nor was
product reregistration considered explicitly when evaluating the reregistration program.

In August 2006, the EPA Office of Inspector General (OIG) issued a critique of the Food Quality
Protection Act.’ OIG commented that although EPA has made progress in implementing the
requirements of the FQPA, OPP has primarily measured its success and the impact of FQPA by
adherence to its reregistration schedule rather than by reductions in risk to children’s health.

For FY2005, OPP used the following output measures to assess programs:

= Cumulative percentage of REDs completed

»  Number of product reregistrations

OIG commented that the measures used by OPP generally indicate actions taken, instead of
environmental or human health outcomes achieved. It concluded that OPP Jacks outcome
measures to assess the specific impact of those actions on the he Il\f,1 o‘f’:rg ren and others.

DN 6‘5“30 2011

k)

1.5 Organization of Report

This report is composed %%gmeﬁaﬁﬁ) W oN

Chapter 1, In g 1& %‘e purpose of the evaluation and its audience, as well as
key questions t |]N:Q swered. This section also includes a description of the program
and a review of elated evaluations.

Chapter 2, Methods, summarizes the approach for conducting the evaluation, and is based on
the EPA-approved methodology.

Chapter 3, Progress on Product Reregistration, assesses the status of product reregistration
and summarizes the duration of the processes.

Chapter 4, Reregistration Eligibility Decisions, discusses the issues associated with this part
of the reregistration process that impact product reregistration. This section also discusses
three case studies and alternative strategies used by EPA to implement mitigation.

Chapter 5, DCI Justifications and Preparation, addresses the current process for preparation
and mail out of the generic and product-specific data call-ins by EPA and approval by the Office
of Management and Budget, as well as associated issues and recent changes.

Chapter 6, Data Requirements and Review, summarizes some of the issues associated with
registrant responses to the DCI, discusses an analysis of product-specific acute toxicity and
product chemistry data, identifies strategies for batching data requirements, and discusses
communication and management issues.

'> Measuring the Impact of the Food Quality Protection Act: Challenges and Opportunities
EPA Office of the Inspector General, Report No. 2006-P-00028, August 1, 2008,
http:/iwww.epa.gov/oig/reports/2006/20060801-2006-P-00028.pdf
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Chapter 7, Label Assessments and Reviews, addresses the division of labor between SRRD
and RD to revise pesticide product labels, discusses workload and other issues, and
summarizes the current strategy to expedite product reregistration.

Chapter 8, Suggested Changes to Process Design and Other Recommendations,
discusses the project team’s recommendations for modifying specific aspects of the product
reregistration process based on its findings presented in Chapters 3 through 8. This chapter
also identifies specific areas where EPA may wish to modify its current program to better
address product reregistration.

PhA
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2. Methods

The evaluation of the product reregistration program is a process evaluation, which is defined by
the Government Accountability Office (GAQO) as one that "assesses the extent to which a
program is operating as it was intended. It typically assesses program activities' conformance to
statutory and regulatory requirements, program design, and professional standards or customer
expectations.”16 Therefore, by design, this evaluation does not seek to determine the extent to
which OPP achieves its intended outcomes (for instance, reduced exposure to pesticides) but
only the activities that contribute to the outcomes.

In preliminary discussions, OPP identified a number of issues and concerns regarding product
reregistration, including information management, the division of labor between SRRD and RD,
issues in REDs, and information management. Abt Associates sought to examine these
concerns and determine the extent of issues, as applicable, as well as identify other issues.
This chapter summarizes the data collection methods, data collection approach, and analysis
plan.

For more information on the approach taken for this analysis, please see “ldentifying
Innovations and Streamlining OPP’s Product Reregistration Program: Program Evaluation
Methodology,” July 24, 2006.

y.EP
)\ 6(5\ N 0,200

\0\00" el uaN

Abt Associates used a varie é’ﬁ e‘tﬁﬁds to Ie@ﬂt’é& information to answer the six evaluation
questions. The dat ,? (é@t\Med in qualitative data, which we supplemented with
quantitative d@é‘gsq available. Each data collection method used is described
below along witk\the a1uatlon question(s) it helped answer. Limitations to each approach are
identified. The following table summarizes each of the collection methods and the evaluation
questions to which they will be applied (Table 2-1).

2.1 Data Collection Methods

Table 2-1. Summary of Data Collection Methods

Data Collection Method

Evaluation Question

Interviews

Document
Review

Program Case

Data

Studies

Subject
Expert

What components of REDs have caused
delays in product reregistration?

What problems, bottlenecks, or unnecessary
duplication of efforts occur in the product
reregistration process that are under the
control of OPP?

What innovations or streamlining in process
could result in more timely implementation of
mitigation specified in the RED and/or more
efficient production of outputs?

'8 U.S. Government Accountability Office, “Performance Measurement and Evaluation: Definitions and
Relationships,” GAO-05-739SP, May 2005.
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Data Collection Method
Evaluation Question nterviews | Document | Program Case Subject
Review Data Studies Expert

What are the pros and cons of each of the
proposed innovations or streamlining ° °
measures?
What is the optimal allocation of tasks
between the Special Review and o =
Reregistration Division and the Registration
Division?
Are any external entities or considerations 5 .
impeding the product reregistration process?

The information collection activities above are governed by requirements under the Paperwork
Reduction Act (PRA). Under PRA, EPA's information collection is limited to nine or fewer non-
federal individuals or entities. Requests for similar information and/or similar questions must be
limited to nine or fewer non-federal respondents. This evaluation was conducted in compliance
with the PRA and other OMB rules on information collection requests. N

EP

(S\ V 0’3_7

\ DWVE
Abt Associates conducted a series of op qu\%%rw é} %Qh no pre-determined
response options) W!th numero %I(ER@YS gée@(\na e(nyials were accessible, have an
interest in the result atlo a thorough understanding of the product
reregistration @ ’ﬁ’e's n each interview, we characterized an individual's role in
the reregistratio céA d solicited his/her perspective on the process in its entirety.
Interviews with management focused more on the overall process, as well as the information
flow between OPP divisions. Specific questions were prepared in advance of the interviews to
ensure coverage of issues and to manage time (Appendix A).

Interviews

Interview responses and comments are not referenced/attributed to specific individuals in this
report or related discussions and presentations. A list of individuals interviewed or consulted is
appended to this report (Appendix B). We believe that this approach increased the honesty of
the answers and opinions provided in the interviews. All interviews were audio-recorded (with
the permission of the interviewee), and the tapes were used to clarify issues and confirm the
evaluator's notes.

This method of data collection was consistent with the statement of work, and also provided the
opportunity to identify issues, solicit explanatory information, and understand the general
functioning of the product reregistration program. This was appropriate given the process-
improvement focus of the evaluation. Abt Associates sought to supplement the information
gained in interviews with reregistration status, performance, and tracking data (where available),
published documents, and additional information from OPP staff.

Although the perspectives of the registrants and the Office of Management and Budget (OMB)
would be a helpful addition to this data collection, we limited our contact to EPA staff because of
the limited time and resources available to complete this evaluation. However, in the document
review and reregistration program data sections that follow, we identify sources from which we
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obtained both published information on the roles of these two groups and their perspectives on
product reregistration.

Document Review

Published documents available from EPA, the Government Accountability Office (GAQ), the
Office of Management and Budget (OMB), industry associations, and environmental groups
served as another data source. Abt Associates reviewed these documents to determine the
documented issues of reregistration, how reregistration is presented to the registrants and the
general public, and how other external auditors perceive the program. These data sources
were reviewed and cited, as appropriate, in Chapter 1 to summarize how reregistration has
been characterized and/or criticized in the past.

Other documents informed this evaluation, including program descriptions and procedures.
Under contract to EPA, SRA International developed a process flow diagram and accompanying
report, which details the product reregistration process and its information management
practices.'” These materials summarize the process and its use, identify data sources and
applications, describe execution of the process, estimate its duration, and identify potential
improvements. The information management issues identified by SRA International were
considered relative to other information collected during the evaluation. Abt ssociates also

reviewed additional documentation provided by EPA, including maniiI riefings, fact
sheets, and example tracking reports. These sources pro%@g@ mrstandmg of the
process and areas of improvement. ca\ 30
\0Q" oy
\O Janu

Reregistration Program Dai% \(=)! fo! C‘(\N ed ©

Abt Assomate@\i@@em i mgg%m data to characterize progress to date on the number of
pesticide produgtg @er tered, to establish the length of time it generally takes to reregister a
pesticide product, and to consider the value of proposed data streamlining options.

To better define the problem, Abt Associates reviewed available data to determine progress
made to date on product reregistration. The background materials developed by SRA
International represent educated guesses and ideal conditions of the product reregistration
process. For this evaluation, we sought to document in a verifiable manner the timeframe
associated with product reregistration. Because of the estimated burden associated with this
collection and the lack of a central data source, Abt Associates relied on information available
from (1) the quarterly product reregistration briefing for Jim Jones, Director, Office of Pesticide
Programs; (2) data pulls from OPP SRRD staff; and (3) Pesticide Reregistration Performance
Measures and Goals for FY2005. '

As part of the evaluation, Abt Associates reviewed the draft findings of OPP regarding the
added value of acute toxicity and product chemistry reviews on mitigation. EPA initiated this
review to determine what mitigation is generally added to a product label during these two
reviews compared to that specified in the RED. One possible way to streamline product
reregistration would be to eliminate or streamline these two aspects of the process; however,

' SRA International, Inc., Support Documentation, “OPP Enterprise Architecture Process Description
Special Review and Reregistration Division (SRRD) Product Reregistration: Support Documentation,”
Task 4: Baseline & Target Architecture Refinement, Task Order Number 5: OPPT Target Architecture
Support, September 29, 2005, Contract Number EP-W-05-024

'® pesticide Reregistration Performance Measures and Goals for FY2005, 71 FR 36075, June 23, 2006
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OPP had no analysis upon which to base this decision. For the draft analysis, EPA selected a
random sample of pesticide products and determined the changes made to the mitigation
statements as a result of the two review procedures. Because the original data are considered
Confidential Business Information (CBI) and because of the time required to collect the data,
OPP initiated this portion of the evaluation internally. Abt Associates reviewed the sampling
technique and data collection and commented on the adequacy of the sample size. Abt
Associates then audited a subset of acute toxicity data to confirm EPA’s results. Because
product chemistry data is considered CBI, Abt Associates did not audit those results.

Case Studies

EPA requested two types of case studies for evaluation — pesticides for which problems with the
RED caused delays in reregistration and pesticides for which reregistration was expedited
through Memoranda of Agreement (MOAs). These cases allowed Abt Associates to consider
selected pesticides in a more in-depth manner to identify issues and possible solutions. This
approach would have been far too resource intensive to complete for all active ingredients.
However, this data collection method allowed us to highlight and/or validate perceived
successes and failures of the product reregistration program. In order to complete the case
studies, we relied on other data collection methods identified in this section, including interviews
and document reviews. EP A

By completing the RED case studies, we determlned 6@}18 in Ds caused delays
in product reregistration. With this information @ t@@lf ed and could change
its procedures to avoid future |ssue%sof @iﬁé e st q;,ék\@ tive ingredients for which an
MOA was signed, these ﬁ%ﬁ\@’_ﬁ q\,} way that EPA tried to implement mitigation
on the label in a,{‘ Butpose of these studies was to inform recommendations
on streamllmr@ ep glstratlon process, if possible, but without going to the effort of
completing an NNIA: f?’ each active ingredient. In addition, we considered products for which
reregistration was streamlined, such as 2,4-D, by batching data requirements, to determine if
this case could be used as a model.

Subject Matter Expert

As Abt Associates planned for the evaluation and developed the methodology, SRRD
management provided assistance. Management identified background information and
materials, answered questions, and clarified issues or concerns. This feedback allowed Abt
Associates to understand issues regarding the product reregistration program prior to collecting
information, and helped shape the evaluation questions and the development of the logic model.

This data source is particularly useful when the individual has a unique skill or professional
background related to the issue being evaluated that helps the evaluator to better understand
the issue and project participants. It is also useful given the internal, process-related orientation
of the program evaluation. To ensure that the biases and opinions of a subject matter expert do
not influence the data obtained or the conclusions made, Abt Associates challenged
assumptions, collected supporting evidence, and/or identified counter-opinions or views.

Similarly, staff from the EPA Office of Policy, Economics, and Innovation served as a resource
on evaluation design and implementation, in addition to administering the project.

2-4
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2.2 Data Collection Approach

This section summarizes how Abt Associates applied each of the above data sources/collection
methods to answer the evaluation questions. The data collection largely relied on interviews
with OPP staff and managers, which allowed us to gain a full understanding of the product
reregistration process and ways in which it could be improved or streamlined. We identified
specific areas on which to focus, based on the evaluation questions, a review of background
documents, and preliminary conversations with EPA staff.

Problems in REDs (Evaluation Questions 1 and 2)

Abt Associates collected and reviewed information for three case studies on REDs that caused
delays in product reregistration: dicofol, captan, and the rodenticide cluster. These cases were
selected because EPA is aware of issues with the RED that caused delays in product
reregistration. Abt Associates could not make this selection independently, as it requires
internal program knowledge and judgment. As the step immediately preceding product
reregistration, the RED plays an important role in the information available for product
reregistration. In the course of the evaluation, Abt Associates determined how often REDs
cause issues in product reregistration by interviewing OPP management and chemical review
managers. This review provided perspective for the sample selected fg\mp\evaluation.

.\
Abt Associates reviewed RED documentation to beg@@@(ﬁwith itz(g’()ﬁ‘ents and
conclusions prior to meeting with OPP staff. %Qggg D%f@g suse active ingredients
were completed in August 2006, th%@gt&\@ w ica Exssociated issues may be addressed
in the future is Iimited“g @@\tﬁﬁﬁaﬂ(c&i&w@@@ation largely documents historical issues that
may influence-upeamning projectWork:
e AT

ImpiementatfonWED-speciﬁed Mitigation (Evaluation Question 3)

Abt Associates reviewed information for two Memoranda of Agreement (MOAs) that allowed
mitigation specified in the RED to appear on the label prior to the completion of product
reregistration: chlorpyrifos and phosmet. These cases were selected because they are two of
approximately ten instances in which EPA signed an MOA to expedite revising labels with
mitigation. These set the precedent for implementing RED-specified mitigation prior to the
completion of product reregistration and may serve as a model for a voluntary program in the
future. Further, these two cases were selected because information is available both in the
record and by interviewing staff who participated in the process. Both are organophosphate
pesticides. Chlorpyrifos posed serious health risks and revised mitigation was placed on the
label within a quick timeframe. Phosmet reregistration is ongoing and highlights the complexity
of the issues and the considerations of the product reregistration program.

Abt Associates reviewed the MOA documentation to become familiar with its contents and
conclusions prior to meeting with OPP staff. Abt Associates also considered the profile of each
of the cases, the level of mitigation specified by the RED, and the number of products impacted.
Similarly, OPP initiated a pilot project that uses the MOA as a model for implementing mitigation
(propanil). The goal was to have registrants revise the label with the RED-specified mitigation
prior to the completion of product reregistration. Abt Associates reviewed available information
on propanil and interviewed staff about the success of the approach.

2-5
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Data Requirements: Batching (Evaluation Questions 2, 3, and 4)

Abt Associates considered the case of 2,4-D as a model for how products may be further
batched. Batching is one potential way to reduce the number of data requirements that the
registrant needs to fulfill while still making the information available to EPA, as well as reducing
the number of studies that OPP needs to review. We interviewed OPP staff to learn their
experience with streamlining acute toxicity data requirements by batching products and using
existing information about the products for storage stability.

Data Requirements: Acute Toxicity/Product Chemistry (Evaluation Questions 2, 3, and 4)

In order to determine the impact of product-specific acute toxicity reviews and product chemistry
reviews conducted during product reregistration on the product label and confidential statement
of formula (CSF), OPP analyzed the changes in product labels that resulted from these reviews
over the period of its product reregistration activities. OPP initiated this review to determine
what mitigation is generally added to a product label during these two reviews. Abt Associates
verified the sampling procedure, assisted in data analysis, and audited a subset of OPP’s
results.

For more information on the approach for the audit, please see “Result P\Bdlt — Evaluation of

Acute Toxicity and Product Chemistry Review Findings,” Me @ﬁNn nne Watson and
Pete Caulkins, U.S. EPA, from Debra Kemp, Alber}/%gd@és andg@ofl@ ks, Abt Associates
Inc., January 30, 2007. B\O\Og \)aN

ed ON
Label Reviews (Evafua(_mm}ég[g{ﬂ%\ecxgw and 5)

As currently desi dlﬁe’émduct reregistration process often includes label
assessments/reviews by both SRRD and RD, which is perceived as a duplication of effort by
some staff members. We determined why RD often conducts an extensive second review and
identified possible alternatives through interviews of relevant staff.

In addition, a pilot project was designed to determine if the product reregistration process would
be more efficient if SRRD conducted only product chemistry and acute toxicity reviews and if
RD alone conducted label reviews. To determine this, both SRRD and RD conducted a label
review independently of ziram products and determined if the two were consistent. Ziram was
selected for this exercise because its products were in the appropriate stage of product
reregistration for this pilot.

Relationship between SRRD and RD (Evaluation Question 5

Although the responsibility of SRRD, RD contributes significantly to the product reregistration
process by reviewing labels, issuing reregistration notices, and stamping revised labels.
However, the two groups use different systems and have different management and unique
cultures. Thus, through interviews we identified issues with the current division of labor and
existing issues and proposed alternative means to divide the work, allocate resources, and
communicate process information. Abt Associates first reviewed the product reregistration
process flow diagram and relevant standard operating procedures (SOPs). We then
interviewed staff and managers in both divisions to determine the current division of labor and
any associated issues.
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DCI Preparation and OMB Approval Process (Evaluation Question 6)

The preparation of the DCI is the first step in the product reregistration process. Despite
approved SOPs, the SRRD contended that the DCI process is time-consuming and often
evaluated by OMB against varying standards. OMB's approval of a DCI package was believed
to be a source of delay in the product reregistration program. Thus, in this evaluation, Abt
Associates explored the DCI preparation process and any associated issues.

Information Management (Evaluation Questions 2, 3, and 4)

One of the conclusions of SRA International was that, “EPA and participants of the product
reregistration process could very much use an automated method of tracking the numerous
products throughout the process. Currently, all tracking is done manually in PRB and only the
CRM has direct access to the tracking data.” To further support this conclusion, we considered
shortcomings in information management, opportunities for improvement, and historical barriers
to these improvements. Abt Associates interviewed SRRD, RD, and other OPP staff regarding
product-level tracking for reregistration.

Management/Budget (Evaluation Questions 2, 3, and 4)

Although mandated by statute, OPP historically viewed reregist_ra{loq (e@? pﬁl\rticulariy product
reregistration) as less important than registration activiﬁ;&é’tﬁ\% ed ?ﬂ@fgﬂta SRRD in 1989
to focus specifically on reregistration in part ref Q@ﬂhi rob! .393 ition, pesticide
reregistration is a politically sensiti\fg?‘n%\@ ofile sl ith” both industry and environmental
groups. Abt Associates ig&ﬁ ie@b E’jﬁ\\ de
riorities, budget jseuEs, and nalirfluences.
p ot ise \ l6§’<ﬁ
Timeline for Progést A’ereqistraﬁon (Evaluation Question 2)

ent and staff to identify management

The premise of this program evaluation was that product reregistration is a time-intensive and
lengthy process. Abt Associates validated this assumption with the data available from OPP
management briefings, annual reports, and internal databases.

2.3 Data Analysis

Abt Associates compiled and assessed a variety of information, both qualitative and quantitative
in nature. For qualitative information obtained from interviews, Abt Associates referred to its
notes and interview tapes to summarize the information provided. When and if a discrepancy
was identified, we confirmed the information with a third source or with OPP management. As
noted in the preface to this report, the findings are reflective of the information provided to the
project team.

For quantitative information, Abt Associates used a standard software package and data
analysis and presentation techniques to summarize the progress on product reregistration. To
the extent that these data sources are limited in utility, we have identified these issues in this
report. If data were missing or seemed inconsistent, we confirmed potential data issues with
OPP staff.

Abt Associates documented its quality assurance procedures in its Quality Assurance Project
Plan, which was approved by Abt Associates, Industrial Economics, and EPA in July 2006.

2-7



Case: 14-16977, 02/02/2017, 1D: 10299319, DktEntry: 71-2, Page 32 of 291

3. Progress on Product Reregistration

EPA originally estimated that reregistration would include approximately 600 active ingredient
cases (consisting of more than 1,100 active ingredients) and approximately 20,000 pesticide
products. The exact universe changes as REDs are published and estimates are refined. EPA
projects that product reregistration will not likely be completed before the end of calendar year
2012."

3.1 Status of Product Reregistration

Since beginning reregistration in the late 1980s, EPA has completed reregistration actions for
7,358 pesticide products. Reregistration actions for 11,948 products (conventional and
antimicrobial) were pending as of October 2006. The overall product reregistration universe,
both completed and pending, is presented in Figure 3-1. SRRD will also be responsible for
product reregistrations that will follow completion of the 54 remaining, non-food use REDs*® by
October 2008.

NO’B&NA'

Figure 3-1. Universe of Pesticide Products at End of FY2006

Of the reregistration actions completed through the end of FY20086, the majority of the actions
were cancellations (Table 3-1 and Figure 3-2).

¥ pesticide Reregistration Performance Measures and Goals, Notice, 71 FR 36075, June 23, 2006
2 http:/www.epa.govioppsrrd1/reregistration/reregistration_facts.htm
3-1
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Table 3-1. Cumulative Completed Reregistration Actions through FY2006

S,
®
o
-3
\
vV
(03]
(o)

0%

Action Number of Products
Reregistered 2,070
Amended 563
Cancelled 4,695
Suspended 30
Total 7,358
Suspended (30)

Reregistered (2,070)
28%

Amended (563)
8%

Figure 3-2. Distribution of Completed Actions through the End of FY2006.

Figure 3-3 shows actions (reregistrations, amendments, cancellations) completed from FY2002
through FY2006. (The EPA database was limited to actions completed since 2002, and older
data were not readily available.) Note that summing annual actions would result in a greater
number of completed actions than reported above since each individual product is potentially

subject to multiple actions over time. Figure 3-4 shows actions completed in FY20086.
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Figure 3-3. Actions Completed from FY2002 through FYé‘ﬁQ)\
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Figure 3-4. Actions Completed in FY2006 Compared to Target
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Of the reregistration actions that were pending at the end of FY20086, the products are
distributed through all phases of the pesticide reregistration process (Table 3-2). Most of the
products (9,088 or 76%) have not yet had the data call-in prepared and/or approved by OMB.
This is likely a function of the deadline to complete the REDs for the food-use pesticides by
August 3, 2006, which increases the product reregistration backlog. The FY2006 decisions
resulted in 6,722 products that will require PDCls, in addition to remaining decisions from
FY2004 and FY2005 that also require PDCls.

Table 3-2. Products with Actions Pending at the End of FY2006

Location of Products in Process Number of Products
Awaiting OMB approval — Antimicrobial pesticides 2,229
Awaiting OMB approval — Conventional pesticides 6,859
Awaiting issuance of PDCI| — Antimicrobial pesticides . 17
Awaiting issuance of PDCI — Conventional pesticides 1,096
Awaiting resolution of post-RED issues (in PRB) 1436_
Awaiting registrant response to PDCI 318
In PRB process P—-b‘ 437
In AD process \%‘X\L \l = AT 24
In BPPD process ) DWE o a0, 29+ 53
In RD for reregistration = B’\O\Og o \a(\\)a 772
Total . cente T\ wedV 11,948
?Includes elgm@ct‘ﬂha&%%ﬁ% Mdladed under “In PRB Process’
\A

The 143 produc@awaltmg resolution of post-RED issues are those for azinphos-methyl and the
rodenticide cluster. There are 116 products in PRB and 446 in RD that were awaiting
completion of the cumulative risk assessments for the organophosphates and the carbamates.
The organophosphate cumulative risk assessment was completed in July 2006.

The FY2006 data source for this section was an internal EPA briefing.?' These data will be
further refined and audited by the EPA Office of Inspector General before being published in the
Federal Registerin 2007. By law, EPA must establish and publish in the Federal Register its
annual performance measures and goals for pesticide reregistration, tolerance reassessment,
and expedited registration. Performance measures and goals were published for FY2005 in the
Federal Register on June 23, 2006.%* Data on trends were obtained from OPP Chemical
Review Managers.

3.2 Duration of the Product Reregistration Process

SRRD maintains a database, referred to as “STATUS,” that includes basic tracking data for
products in each of the reregistration cases. Although more detailed information is provided in
individual “charts and tables” (in Microsoft Word format), these data are not centralized and

! Product Reregistration Quarterly Review, Briefing for Jim Jones, Associate Director of the EPA Office of
Pesticide Programs, October 2006
2 pesticide Reregistration Performance Measures and Goals, Notice, 71 FR 36075, June 23, 2006
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therefore not available for purposes of this analysis. Using the tracking data available, we
determined the duration of the product reregistration process. From these data, we can
distinguish three points in the reregistration process: (1) when the RED or IRED is issued; (2)
when the reregistration package is sent to the product manager (PM) in RD; and (3) when the
product is reregistered (decision date). Other milestones, including the date the DCI was sent
to OMB, DCI| was issued, data were reviewed, etc., are not available in this data source.

In the following tables and figures, we consider 124 REDs covering 1,639 products that were
designated in the STATUS database as reregistered (reregistration code 22) and
unconditionally reregistered with amendment or conditionally reregistered with amendment
(reregistration code 17). Tables 3-3 and 3-4 and Figure 3-5 present the results for a
combination of these two reregistration codes.

Table 3-3 shows that, on average, it took 54 months to reregister a product. An average of 41
months was needed to get the reregistration package to the Product Manager (PM) in RD, and
after the reregistration package had been sent to the PM, it took an average of 14 months to
complete the reregistration process.

With regard to a RED, on average, it took about 47 months to reregister all products covered by
a RED. The average maximum time needed for reregistering all producépdbered by a RED
was about 76 months. The average maximum time neededggg@@&lh\é Tere qratlon package to
the PM was about 53 months, and on average onc kp@N istr ge got to the PM,
the maximum time to complete the rereg@(@t‘ Swaﬁﬁ t 33 months.

fof
cente!

chve
Table 3-3. Me@\\l@ﬁa}lon f@ﬂc@s?;or All Products and by RED Case
NO Mean Duration (months)
Group - ;
RED Signed to Sent to PM to RED Signed to
Sent to PM Reregistration Decision | Reregistration Decision
All Products 41 14 54?
By RED (case mean) 34 13 47%
By RED (case maximum) 53 33 76"

? Total process duration may not be the sum of the two phases because of rounding.
® Total process duration is not the sum of the two phases because we calculated the mean of the
maximum length of time in each specific phase and for the entire process.

Table 3-4 presents the mean duration to complete all products for REDs by the number of
products. On average, it took 36 months to reregister REDs that covered only one product, and
47 months to reregister all products under REDs that covered more than 70 products. REDs
that covered between 14 and 26 products took the longest time (57 months) to complete the
product reregistration process. Complete reregistration of the products in these cases also took
the longest periods during both phases of the process.

3-5



Case: 14-16977, 02/02/2017, 1D: 10299319, DktEntry: 71-2, Page 37 of 291

Table 3-4. Mean Duration of Process for RED Case by the Number of Products

NGriberof Braduces Mean Duration (months)
per RED RED Signed to Sent to PM to RED Signed to
Sent to PM Reregistration Decision |Reregistration Decision °

1 25 12 36
2-5 32 12 44
6-13 36 17 52
14 - 26 38 18 57
27 -35 41 14 55
36-70 39 9 48
More than 70 40 7 47

 Total process duration may not be the sum of the two phases because of rounding.

A closer examination of the distribution of the duration of reregistration of all products shows
that the mean does not represent the true picture of the duration of registration. Figure 3-5
depicts the distribution of products by the duration to complete the reregistration process.
Figure 3-6 shows the distribution of products by reregistration phase.

Number of Products

200 A

sl .
o\ OV er>30,20%
_ \_e( ‘C . on Signed RED to Decision Date
" et 0 OOl
\
800 - CNO- 1 4—6 ~——Mean

Figure 3-5. Duration of Product Reregistration Process for All Products (Reregistered and
Conditional or Unconditional Reregistered Products)
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Figure 3-6. Duration of Period from RED Signature to Product Sent to PM (Panel A). Duration
of Period from Sent to PM to Decision (Panel B). These graphs include all products
(reregistered and conditional or unconditional reregistered products)
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Figure 3-5 and 3-6 show that the average (mean statistic) is skewed by a small number of
products. More often than not, the duration of the process was less than the mean. This is
most obvious for the time needed to reregister a product after it has been sent to the PM. Of
the 1,639 products covered in this analysis, 1,155 products, or 70 percent, were reregistered in
less than 14 months (the mean time it took to reregister products) after the registration package
was sent to the PM (Figure 3-6, Panel B). As such, we present the median time for each of the
phases for all the reregistered products in Table 3-5 and the median time by the number of

products per RED in Table 3-6 below.

Table 3-5. Median Duration of Process for All Reregistered Products and by RED Case

Median Duration (months)
Group
RED Signed to Sent to PM to RED Signed to
Sent to PM Reregistration Decision | Reregistration Decision
All Products 30 7 41
By RED (case mean) 29 9 41
By RED (case maximum) 46 17 69
# Total process duration may not be the sum of the two phases because of rounv
® Total process duration is not the sum of the two phases because we. cqjat he mean of the

maximum length of time in each specific phase and for the eﬂt{q

i

g, 200

Table 3-6. Median Duration of Prog@@%*@gg%sgaﬂmgmmber of Products

Number of Prodifd Ge('\ze‘ ‘ \f\\\leOMedlan Duration (months)
per éﬁ) ,LA, 69 ‘RED S[gned to Sent to PM to RED Signed to
Sent to PM Reregistration Decision | Reregistration Decision

1 30 6 35
2-5 28 6 39
6-13 30 10 37
14 - 26 30 13 57
27-35 38 10 55
36-70 30 8 36
More than 70 38 5 46

For the universe of products that have not yet completed product reregistration, but that have
been sent to the PM in RD, the distribution of the time it took to reach this milestone is
presented in Figure 3-7. Since being sent to the PM, the products have remained in RD
anywhere from less than one month to more than 11 years. RD staff commented in interviews
that many products are sent to them when there are still outstanding issues that need to he

addressed.

3-8



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 40 of 291

300

250 -

200

Number of Products
Pr
o

-

[~

(=]
L

50

~—Mean

RED to Sent to PM

=)

10 11 12

>12

Figure 3-7. Duration of Period from RED Sig

for B

W

&vqr?er&ﬁ%‘(ﬁ(\E
a

are Not Yet Reregistered
c
0

The duration (éﬂk{%ge'kﬁdq
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not indicative of the time that SRRD Product Reregistration Branch (PRB) spends working on
product reregistration (i.e., the time from the PDCI issued until the product reregistration

package is sent to RD).

el

s

N, EvF
V4T
{:\7@9 P%l(?or Products that

D is signed to when the product is sent to the PM

steps, not all of which are the responsibility of SRRD or even
EPA. Part of this\fitne includes the preparation and approval of the DCI justification package
and the DCls themselves (see Chapter 5). In addition, this period also includes the time for
registrant responses (both ninety-day and eight-month), EPA review of the data submitted, and
additional communication with the registrant. Thus, the estimates from the time the RED is
signed to when the product reregistration package is sent to the Registration Division (RD) is

For the 755 products pending in PRB at the end of FY2006, SRRD data indicate that:

= 42 percent have been in PRB less than 12 months
= 36 percent have been in PRB between 12 and 24 months
= 20 percent have been in RPB between 24 and 36 months
= 2 percent have been in PRB more than 36 months

Table 3-7 presents the number and percentage of products completed for each fiscal year.
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Table 3-7. Product Reregistration Completion Status by Fiscal Year

Fiscal :;EE%SJ Associated Products Products Pending

Year Issued Rieadsts Compistad Number Percent Location
1991 8 442 422 20 5| RD
1992 20 969 954 15 2 | RD, AD, BPPD
1993 10 853 824 29 3 | AD,RD
1994 22 729 717 12 2 | AD, RD
1995 34 809 772 37 5| AD,RD
1996 42 1,050 970 80 8 | AD, RD
1997 28 1,360 1,417 243 18 | AD, RD, BPPD, PRB
1998 13 707 560 147 21 | RD
1999 14 238 188 50 21 | RD
2000 13 195 164 31 16 | RD
2001 9 578 270 308 53 | RD
2002 15 736 516 220 30 | RD
2003 16 1,016 505 511 50 | SRRD PRB
2004 17 713 126 587 82 | SRRD PSB
2005 ° 29 1,184 0 1,184 100\ | SRRD PSB
2006 41 8,693 1 8,692 |, , . =100 | SRRD PSB
Total 331 20,272 8,106 | 6] 7080'] --
® The Fluazifop-p-butyl TRED required a PDCI g\C aN oYV
Key: AD = Antimicrobials Division, B naag\utlon Prevention Division, PRB = Product

Reregistration Branch PSB

Review and Re
Source:; Statu

e

|&Y1\D|w 1 ‘8-‘
rcdkLAR&ggjratron Pending Products,” December 12, 20086.

el

RD = Registration Division, SRRD = Special

For purposes of implementing mitigation specified in the RED to reduce risks to human health
and the environment, the overall length of the process — from the time EPA signs the RED to the

time it stamps the label —

is a key metric. However, for purposes of a process evaluation,

determining the duration of each individual step becomes critical. Unfortunately, as currently
managed, EPA data are of limited value for analyzing the time associated with each step in
product reregistration. As explained in later sections, EPA does not track product reregistration
data in a centralized database because the main OPP information management system
(OPPIN) is not adequate.
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4, Reregistration Eligibility Decisions

Reregistration Eligibility Decision (RED) documents include EPA’s evaluation of the database
for a chemical, its conclusions about the potential human health and environmental risks of the
current product uses, and its decisions and conditions under which these uses and products will
be eligible for reregistration. A RED also identifies the data and labeling requirements for
products eligible for reregistration, as well as any additional confirmatory data needed on the
active ingredient. Almost every RED includes some measures or modifications to reduce risks,
e.g., declaring certain uses ineligible for reregistration; restricting use of products to certified
applicators; limiting the amount or frequency of use; improving use directions and precautions;
adding more protective clothing and equipment requirements; employing ground water, surface
water, or other environmental and ecological safeguards; and other measures.

The “generic” chemical review managers (CRMs) in the reregistration branches of SRRD
develop REDs based on available data and analyses conducted by the OPP science divisions.
After a RED is signed, the Program Support Branch (PSB) and the Product Reregistration
Branch (PRB) of SRRD initiate product reregistration. The “product” CRMs in PRB provide
oversight for product reregistration. As needed, the reregistration branches are responsible for
post-RED activities that arise after the RED is published and/or EPA receives product-specific
and confirmatory studies.

. J.E° A
4.1 Issues with REDs y

\\le‘s\ 2017

This evaluation included three case s% M\Qgissm ‘ﬂ\g’QED were believed to delay
product reregistration In adctéqnﬁ(o cm sga\eé)%everal more general issues regarding the

RED-developmen . These include workload management, staffing,
and division@f\ r il &@@ﬁc are dlscussed in this section.

The generic CEMS in the four SRRD reregistration branches are responsible for writing a RED
for an active ingredient. This part of the reregistration program faces public scrutiny, has
ambitious deadlines, and demands a heavy workload. Over the years, this part of the
reregistration program has evolved, particularly with respect to the FQPA requirements,
scheduling, public participation, and transparency. However, the goal of this part of the process
is to publish a RED by the given deadline. As a resuit, some REDs were published without
addressing some outstanding issues. OPP also commented that virtually every RED likely has
an issue or a hole because these may not be apparent until the RED is implemented (i.e.,
during product reregistration). Thus, REDs are sometimes amended to address outstanding
issues or to include data that are submitted after the RED is signed. Sometimes EPA still
initiates the data call-ins after the RED is signed, even if there are known outstanding issues. In
these cases, the registrants are often contacted by both the reregistration branch and PRB.

For those REDs that did not have post-RED issues, generic CRMs indicated that they assumed
that product reregistration happened as planned and were unaware of some of the delays and
challenges. This is a source of frustration, as years of work to write a RED do not always result
in environmental and human health protection as quickly as expected.

Post-RED issues were historically not given high priority in work plans and adequate resources
within the four reregistration branches, as statutory deadlines required continued focus on
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completing REDs. SRRD often looks to the science divisions for support with post-RED issues.
Because there are no deadlines associated with post-RED activities, writing new REDs remain
the priority. However, now that the August 2006 deadline to complete food-use REDs has
passed, SRRD management has indicated a commitment to addressing post-RED issues
(including product reregistration) in FY2007 and beyond.

REDs are not considered legally enforceable; EPA can only enforce DCls and labels. Some
registrants are inclined to challenge the contents of a RED to delay implementation of RED-
specified mitigation. As EPA developed a more robust public participation process, registrants
are more likely to be aware of upcoming eligibility decisions, which might reduce post-RED
issues in the future and speed the product reregistration process.

Given the length of time from when a RED is published, to when post-RED issues are
addressed, to when product reregistration is conducted, the CRM who wrote the RED is often
no longer in that position. Typically, after about five years CRMs either are promoted or change
positions. As staff leave, REDs that are in process need to be transitioned to other staff. As a
result, institutional knowledge is often lost and new staff require additional time to become
familiar with the issues.

Generic CRMs are responsible for identifying mitigation that needs to be included in revised
labels as part of the RED development. Although the CRMs are knowliﬁ%gab!e of the issues of
the case, some noted that they are not in the best position to d abs| anguage. CRMs,
although trained in writing labeling language, do no\f @‘ @ @’lﬂarly enough to
become extremely proficient at it, which so su ems when developing the
label table. Generic CRMs commq@eﬁi@%ﬂ \Yedn PRB and/or RD are better suited
to determine how the la gl/ e RED. Some within OPP believe the most
efficient appreagh Enﬁt{ anguage would consist of the decision-makers — PRB and
RD - playing aQBre’héﬂAa role in the process.

4.2 Case Studies

To better understand how Reregistration Eligibility Decisions (REDs) sometimes cause delays in
product reregistration, Abt Associates examined three REDs that were believed to delay product
reregistration: the rodenticide cluster, captan, and dicofol. Each case study identified issues
and challenges that arise throughout the reregistration process and, in particular, as a result of
the contents of a RED.

4.2.1 Rodenticide Cluster

In July 1998, EPA published the RED for the rodenticide cluster, which included six active
ingredients.?® Rodenticides represent EPA’s first attempt to cluster active ingredients, an
approach that is also being used for fumigants. Since most of the rodenticides share similar use
patterns, issuing reregistration decisions for one chemical at a time could shift the rodenticide
market, perhaps to chemicals that pose greater risk but may be addressed later in the queue.
EPA also intended this approach to maintain a level playing field. Levels of exposure to the
varying rodenticides are generally similar, but they differ in toxicities. Thus, EPA expects to

 Reregistration Eligibility Decision: Rodenticide Cluster, U.S. EPA Office of Prevention, Pesticides, and
Toxic Substances, EPA 738-R-98-007, July 1998
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differentiate mitigation measures based on individual toxicities of the chemicals. Although
clustering chemicals is more efficient for purposes of analysis, the number of issues and
registrants involved complicates actual decisionmaking. In retrospect, EPA commented that it
could have published concurrent but separate REDs for each chemical in the cluster and then
made decisions for all the cases at the same time. By maintaining separate documents, EPA
may have simplified the decision.

The rodenticide RED was incomplete and did not represent final regulatory decisions such that
EPA could not implement much of what it included. Outstanding issues included human health
(particularly accidental exposure to children) and ecological risks, and the RED included a two-
phase approach for mitigating risk. The first phase would put into place short-term measures to
identify, decrease, and monitor exposures largely through the use of bittering agents, dyes, and
other measures. The second phase sought to reduce exposures in the long term by convening
a stakeholder workgroup. EPA commented that the program has matured considerably since
the rodenticide RED was published, and it is unclear why the RED was published in its final
form. Under today's standards, EPA likely would not publish a document that did not provide
actual reregistration eligibility decisions.

After convening a stakeholder workgroup, EPA changed its position on the requirements for
bittering agents and dyes in 2004, which was subsequently challenged in a lawsuit. EPA was
asked to reconsider this decision and develop a better record. Also, tgcpienticide RED
predated EPA’s formal public participation process for rere %RQ{JO“ is currently

addressing the ecological risks of the rodenticide c \l r:# , EPA released a
preliminary ecological risk assessment % 6\@@\ aﬂk sed assessment was
published in September 2004 £ {ER‘@‘[ orm |t|gal10n plan to address these risks that

it published for p{]é)&: }lD( Jg@q}ﬂ?‘% 7. 25
C\

Because of the gut'étAn}ng issues, EPA has not yet completed pesticide reregistration for

rodenticide products. After the RED was signed in 1998, EPA sent out DCls, but they were put

on hold in light of the outstanding issues. If EPA were to require bittering agents, this would

require new product chemistry and acute toxicity studies, which makes it impractical to submit

these data until the issue is resolved.

Because of these delays in reregistration, PRB encouraged registrants to voluntarily amend
labels to incorporate some of the mitigation specified in the RED in advance of product
reregistration. EPA also considered allowing registrants to have a master label that could be
used on several different packages. This effort was largely unsuccessful and registrants would
not voluntarily amend labels, although some voluntarily added bittering agents. For other
reregistration cases, EPA has been successful in having registrants voluntarily amend labels.

Once the ecological risks are addressed through the forthcoming mitigation plan, SRRD expects
to issue an amendment to the RED for public comment. EPA will then address any outstanding
policy issues or regulatory activities. In the meantime, more than eight years have elapsed
since the RED was signed without significant changes to the labels for the rodenticide cluster.

4 Rodenticides: Availability of Revised Comparative Ecological Risk Assessment, 69 FR 56756,
September 22, 2004

% proposed Risk Mitigation Decision for Nine Rodenticides, January 17, 2007, available at
http:/imww.epa.gov/oppsrrd1/reregistration/rodenticides/rodenticides_mitigation_decision. pdf
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This case study illustrates the challenge of clustering active ingredients that might have similar
use patterns, but differ in toxicity and other characteristics. EPA staff noted that publishing
separate documents concurrently could be a good alternative. This case cautions against
publishing a RED without addressing all outstanding issues and not developing a solid record.
Lastly, rodenticides shows that registrants are not always amendable to voluntary label
changes.

4.2.2 Captan

In November 1999, EPA published the RED for captan, which included a determination that it
was a probable human carcinogen based on the properties of a highly reactive but short-lived
metabolite.?® The risk assessment, however, indicated that this classification did not warrant

additional mitigation. After EPA published the RED, additional data were submitted during the
public comment period that led EPA to amend the RED in November 2004.

The RED pre-dated the formal reregistration public participation process that is in place now,
which meant that early opportunities for public comment were more limited. EPA received
additional data after the RED was signed that led EPA to recalculate certain re-entry intervals
and margins of exposure for specific uses and applications. These new values were included in
the RED amendment. The amendment also addressed a few minor inconsistencies that
needed to be clarified (e.g., definition of a berry and seed treatment).EP A

oty V
Also, after the RED was published in 1999, regis#fgv@hﬁ&(ét%ghﬂgé'z consider a cancer
reclassification for captan, presumabl %NU\@E% n Q(UﬂtWr reasons. Because its current
cancer classification did not‘\@(aﬁ@é{i lt\lﬁ%@l mmgi ion, EPA did not feel it was appropriate to
use its limited [es%rga&ﬁ h .?nalvd@‘ e Captan Task Force, which is composed of captan
registrants, @&Wari&&g&&&?ed with an independent body of scientists to review the data to
support a modg\sd action determination for captan. The OPP Health Effects Division (HED)
then reviewed this work. Based on the third-party review and subsequent HED review, EPA
determined that captan acts through a non-genotoxic threshold mode of action. This
determination, however, did not change the risk management conclusions or amend the RED.
Overall, it took approximately two years to complete the cancer reclassification.

The cancer reclassification and the amendment to the RED were published for public comment
in November 2004.%” EPA received a modest number of comments, mostly on the cancer
reclassification or issues un-related to the RED amendment. The captan amendment was less
complex compared to other cases that have been amended. However, the process took
considerable effort and was also not given top priority when compared to writing new REDs.

Because of the length of time between completing and subsequently amending the RED, EPA
worked with the registrants and the Captan Task Force to amend product labels with RED-
specified mitigation as soon as possible. The technical registrants, who were most interested in
the cancer reclassification, were able to encourage the product registrants, who were most

20 Reregistration Eligibility Decision: Captan, U.S. EPA Office of Prevention, Pesticides, and Toxic
Substances, EPA 738-R-99-015, November 1999
L Captan; Cancer Reclassification; Amendment of Reregistration Eligibility Decision; Notice of
Availability, 69 FR 68357, November 24, 2004
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interested in the RED amendment, to revise their labels in an expedited manner. Registrants
were also motivated by good environmental stewardship. The SRRD reregistration branch
collected the labels in early 2005, which were then sent to the Product Reregistration Branch
(PRB) for assessment. However, this approach resulted in confusion because two branches
were in contact with registrants, and communication could have been better coordinated. EPA
has since completed the product reregistration process for captan products. Reregistration for
captan products took seven years from the time the RED was signed.

This case study reiterates that REDs represent the best data and analysis available at the time,
and the need to engage registrants in the submission of new data. This case also included a
creative solution for a third-party cancer assessment, which saved EPA resources. Lastly, the
case illustrates that voluntary label changes can sometimes be successful.

4.2.3 Dicofol

In September 1998, EPA signed the dicofol RED and determined that products containing
dicofol may be eligible for reregistration (as specified in the RED) contingent upon results of a
dermal toxicity study that was due to EPA in December 1998.?° In 2005, EPA published an
addendum to the RED to establish re-entry intervals (which were not included in the RED) and
solicited public comment.?

OPP maintains a strict, annual schedule for RED development and @Qr%‘to meet the
statutory deadlines in FQPA, and the deadlines are rareig ?‘ d or missed. In
order to meet OPP’s annual goals, these d I| orr end of a fiscal year,
which explains why a majority of RE The dicofol RED was signed,
although it lacked informat?éq\i that EPA could count dicofol tolerances
toward the nu aléran Wat‘a&gfi“reassessed in FY1998. Staff commented, however,
that given therr@mf ica Aa ps, it would be unlikely that the dicofol RED would be published
in that form acco&i\ﬁj to current standards. Despite incomplete information on re-entry
intervals, EPA mailed out DCls in 1998 and received responses and amended labels from the
registrant, but label review is pending the resolution of outstanding issues.

To address EPA’s concerns with occupational exposure following the signature of the RED, the
registrant submitted a dermal toxicity study and a chemical-specific dislodgeable foliar residue
study approximately one year after the RED was signed. Given the use of the pesticide and the
nature of the study, these data were submitted in a timely manner. However, the data indicate
that a substantially longer restricted entry interval (REI) was warranted compared to the REI on
the label at the time (more than 3 months compared to 24 hours). These data triggered the
involvement of the OPP Biological and Economic Analysis Division (BEAD), who conducted an
impact analysis to examine the current market and viable alternatives and met with the
registrant. Other more minor issues in the RED, such as updating calculations to be consistent
with a revised definition of “short-term exposure” from the OPP Health Effects Division (HED)
were also addressed after the RED was signed.

% Reregistration Eligibility Decision: Dicofol, U.S. EPA Office of Prevention, Pesticides, and Toxic
Substances, EPA 738-R-98-018, November 1998
% Dicofol; Addendum and Closure of Reregistration Eligibility Decision; Notice of Availability, 70 FR
51794, August 30, 2005
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Over time, interest in the dicofol case diminished, as other activities within OPP were given a
higher priority and staff responsibilities were shifted (several generic CRMs have worked on the
dicofol case). When dicofol again became a priority, EPA drafted and published the addendum
to the RED for public comment. The growers indicated to EPA that the proposed REls were
unacceptable and maintained that dicofol was a much-needed miticide in the industry. EPA
planned to release a second addendum to the dicofol RED after the August 3, 2006, FQPA
deadline. This was pushed back further when staff became involved in registration review
activities. However, in Summer 20086, the registrant announced that it intends to discontinue
dicofol because it does not have sufficient market share.

Given the discrepancy over REI and the registrant’s plans to discontinue the product, the
registrant did not voluntarily revise its label to include any of the RED-specified mitigation and
the labels remain unchanged. More than eight years have elapsed since the RED was signed
without significant changes to the labels for dicofol.

The dicofol case study illustrates the issues that result from publishing a RED before it is
complete, and that sending DCls in such situations might not be appropriate. The case also
highlights that new data sometimes delay product reregistration and require additional review
and consideration.

4.3 Alternative Strategies for Implementing Mltlga%@p\

This section reviews two cases where EPA pursued i ﬁ%\\ol fz(&'b]specified mitigation
through signing a memorandum of agree & |str gg@&g)ell as a current pilot project
to achieving this same objective ka@’( t g@@gﬁ& ent

cnve

eY\
4.3.1 &Wéﬁd%%@’ﬁe%ent Chlorpyrifos and Phosmet

EPA uses Memoﬁﬁ)da of Agreement (MOAs) as a mechanism by which registrants amend
product labels to include RED-specified mitigation in advance of the product reregistration
process and may also agree to provide data or take other action. Although used infrequently,
EPA has used MOAs in approximately six to twelve instances, including the chlorpyrifos and
phosmet cases. The following two cases highlight some of the successes and shortcomings of
MOAs. These case studies provide support to the recommendations made later in this report.

In addition to MOAs, EPA has made efforts to amend terms and conditions of registrations to
include RED-specified mitigation in a timelier manner. This approach requires fewer resources
and does not commit EPA to anything. However, MOAs also provide a mechanism to get data,
which is not possible only through amending the terms of conditions of a registration.

Chlorpyrifos

In June 2000, EPA signed an MOA with the chlorpyrifos registrants after several months of
negotiation.*® Under the MOA, registrants requested voluntary cancellation of their existing
products and submitted applications for replacement registrations excluding those uses that
were canceled (e.g., termite control, residential use). In return, EPA stated that it had no

% Memorandum of Agreement between the Environmental Protection Agency and Signatory Registrants
Regarding the Registration of Pesticide Products Containing Chlorpyrifos, June 2000
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intention to initiate cancellation or suspension proceedings and would act on replacement
registrations within ten working days.

EPA was particularly concerned about exposures from residential uses of chlorpyrifos, and
estimates that a chlorpyrifos product was in one in four households in the United States. As an
organophosphate, chlorpyrifos posed acute risks and exposure and incident data indicated
regulatory action was appropriate. In addition, a number of environmental groups published
reports on risks of pesticides in food and in the home. This level of concern provided some
leverage to convince registrants to take action.

In negotiations, registrants agreed to cancel residential uses. Both EPA and the registrants
agreed that a recall of residential-use products was not necessary. There were approximately
10 million pounds of chlorpyrifos in homes, and a recall would pose logistical and disposal
problems, including additional environmental and public health concerns. EPA's key objective
was to develop an agreement that ensured that mitigation was placed on the label as soon as
possible.

Chlorpyrifos is an interesting case because there were originally more than 900 products and
extensive mitigation was required. EPA cancelled more than 300 products and amended
approximately 100 labels. There are currently about 300 chlorpyrifos products. Because of the
complexity of the agreement and the number of labels, EPA developed guidance and
communications materials for the regulated community. In or QO Egiﬂls obligations, EPA
assembled a staff of six to eight people from the rer Q}@ﬁb ran Q,T’RB and RD who
worked full-time for five to six months o \98 %@@- @'oc&ﬁ l%gél's and voluntary cancellations.
This work was mostly complette Ol(aB! !mately eight months after the MOA
was signed. e

g et 0 ce 7 arer™
After havmg% wLAthGresmentlal uses, EPA focused its attention on agricultural uses and
remaining reguitatory issues, such as the Interim Reregistration Eligibility Decision (IRED) that
was published in September 2001. Based on product-specific data, labels had to be reviewed
and amended for formal product reregistration, but the product universe was considerably
smaller because residential uses had been cancelled.

Several key aspects of the chlorpyrifos case made an MOA a particularly appropriate and
successful tool: the registrant was a willing participant in negotiation, EPA was also committed
to activities and deadlines, chlorpyrifos received public attention and required swift action, there
were numerous products, and residential uses were of concern.

Phosmet

In 2001, EPA signed an MOA with Gowan Company, the only registrant of phosmet.*" In 2001,
EPA also published the IRED for phosmet. Although it is an organophosphate, phosmet does
not exhibit the same risk profile of some of the others. There were some residential uses and
some incident reports, and Gowan initiated voluntary cancellations for residential uses.

¥ Memorandum of Agreement between the Environmental Protection Agency and Gowan Company
Regarding the Registration of Pesticide Products Containing Phosmet, October 2001
4-7
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Growers expressed to EPA the necessity of phosmet, so EPA pursued an MOA to ensure that
mitigation was put in place and worker protection issues were addressed as soon as possible.

The agreement required Gowan to amend all of its phosmet product labels based on the IRED
and any modifications EPA considers necessary based on comments received during a sixty-
day comment period. After June 30, 2002, products were required to bear labeling approved by
EPA in accordance with the agreement. The agreement also required that all registrations of
phosmet products labeled for specific crops would include the following terms and conditions:

= After October 30, 2008, products shall bear restricted entry intervals (REls) specified in
the MOA unless prior to that date EPA decided that another REI is appropriate.

= By October 30, 2005, the registrant would submit biomonitoring data, a feasibility study
of gloves suitable for field workers, and data reflecting benefits and use patterns of
phosmet.

EPA expected to receive revised labels from Gowan in May 2002 so that they could be
reviewed and approved in advance of the June 30, 2002, deadline. Because of errors in the
submissions, there were several rounds of label reviews and EPA did not approve amended
labels until 2005. There were a number of issues that contributed to the delay: SRRD and RD
disagreed whether or not the amended labels needed to be complete updates in light of relevant
PR notices or if the labels only needed to have the mitigation specnfeé@ phe IRED included.
Note that the MOA stated that “each phosmet product must %\cr‘% its roduct label in the
Direction for Use section all of the labeling statemev " SRRD
maintained that a complete amendme& &\ aﬂ&n 0 |mplement RED-specified
mitigation as soon as p035|b é@c‘% étwcﬁheé pe of the exercise. Also, due to the
substantial number een OPP and the registrant, it took a long time to
finalize the I@’@Qe é e@Q’{ here were only a limited number of phosmet labels that were
affected by thﬂ@/ﬂ( nto twelve) and EPA attempted to prioritize them.

Gowan completed the studies per the agreement and EPA reviewed the data. In 2004,
phosmet was the subject of a lawsuit by farmworker organizations that challenged occupational
exposure risks. EPA expected that the REls would need to be lengthened, as was proposed in
June 2006, which would require additional label amendments. In January 2007, EPA issued its
final decision on nine uses of phosmet that will lengthen most REls and impose additional
mitigation measures. Generic and product-specific DCls were issued on April 9, 2003. As of
October 20086, the majority of phosmet products had not been reregistered.

Several key aspects of the phosmet case made an MOA a particularly appropriate and
successful tool: there was only one registrant and there were additional issues beyond label
mitigation to be addressed. This case also illustrates that an MOA does not necessarily
guarantee timely implementation of all label changes.

4.3.2 Propanil Pilot Project

In an effort to implement the mitigation specified in the RED on the labels in a timelier manner,
EPA initiated a pilot project for propanil. EPA published the propanil RED in September 2003
and mailed out DCls in Spring 2006. SRRD provided the label table to RD at the same time that
it issued the PDCI. RD sent a letter to the registrants in May 2006 to request that they
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incorporate RED-specified mitigation while SRRD continues with the product reregistration
process. This is similar to the approaches for chlorpyrifos and phosmet (above) but without the
negotiation and signature of an MOA.

The Propanil Task Force responded to RD's request by questioning why EPA requested the
amended label before the registrants responded to the DCI. The Office of General Counsel
(OGC) prepared both a specific response to the Propanil Task Force and a generic letter for
future use. The letters explained that EPA is working to reduce the amount of time between
issuance of the RED and implementation of mitigation required in the RED. Registrants were
given ninety days to provide a revised label. In the absence of the required label changes in the
RED, EPA stated that the pesticide label does not have sufficient directions for use and/or a
precautionary statement to adequately protect health and the environment (and could therefore
be considered "misbranded” under Section 2(q) of FIFRA).

As of January 2007, of the 43 products: amended labels for 23 products were submitted to EPA
and accepted with comments; 3 were pending in label review; 3 provided no response; and 14
products were voluntarily canceled. On average it took 6 months to receive and accept (with
comments) amended labels, not including those that did not respond.

This pilot project illustrates that it is possible to implement RED-specified mitigation, although it
will likely require a change in registrant culture as they become familiar wgl?pe new process.
Given that half of the labels were not submitted, EPA will need tg} onsequences of

such actions moving forward. In addition, this approag\l %ﬁ: tf%ﬂa den on SRRD, so
EPA will need to focus its activities appropg\tﬁwg\ 33(\ a(\]
on ket ¢ fof " ed on
N C C‘(\
'ed\ 77
C\ l69
no. M
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5. DCI Justifications and Preparation

After a RED is signed, the preparation of the generic Data Call-In (DCI) or product-specific Data
Call-In (PDCI) notice is the first step in the product reregistration process. Before the DCI can
be issued to the registrant, EPA must prepare and receive approval of a DCI justification
package from Office of Management and Budget (OMB). This DCI justification package lists all
of the product-specific studies, as well as any confirmatory data, that the registrant must submit
in order to complete reregistration for each of the individual pesticide products covered by the
RED.

Several EPA offices and other agencies are involved in the preparation of a DCI justification
package. The Program Support Branch (PSB) is responsible for preparing the DCI justification
package and, once approved by OMB, for sending the DCI to the registrant. Several entities
assist PSB in the development and review of the DCI justification package, including:

o OPP Field and External Affairs Division (FEAD),

e OPP Science Divisions: Environmental Fate and Effects Division (EFED) and Health Effects
Division (HED),

o Office of Prevention, Pesticides, and Toxic Substances (OPPTS) qu}gry Coordination

Staff (RCS), and 0\ y
DNGV—:’ ‘203—7
» SRRD Product Reregistration Branch ( PRB&g\ca\ Jary 20,
anu
The U.S. Department of A i5§ &Qus}s with DCI justification packages,

particularly when\g &pfb % c@!ﬁ% or high-cost studies are involved. To ensure the
DCI Justlflcahor{:p a%‘e,gpo es with OMB standards, FEAD and RCS review it before
submitting it to OM®)

5.1 Preparation of DCI Justification Package

Despite approved standard operating procedures (SOPs) for developing the DCI justification
package, the process is time-consuming and often evaluated by OMB against varying
standards. OPP believed that approval of a DCI justification package was a source of delay in
the product reregistration program, and we explore this issue in this section.

51.1 Templafe for DCI Justification Package

In an effort to streamline and standardize the DCI justification package hased on feedback from
OMB on a DCI for the toxics program, RCS initiated changes to the format of the DCI
justification packages. Through an iterative process, PSB and RCS re-formulated the template
to include “boilerplate” responses for study rationale and intended data use. Despite the intent
of streamlining the process, the first package PSB prepared using the template (submitted on
May 22, 2006) was much lengthier than previous DCI packages because PSB included both the
boilerplate language and standard elements from the old format. The lengths for the most
recent packages are:

One year ago: 30 pages long for 26 chemicals
Most recent package: 80 pages long for 21 chemicals

5-1
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In August 2006, OMB presented EPA with ten questions, which were mostly about process and
therefore relatively easy to address (e.g., why is OPP requesting acute toxicity data from the
registrant?). OMB approved that particular DC| package in October 2006, five months after it
was submitted. It is unclear at this time whether the template changes will help expedite the
review and approval of DCI justification packages by OMB.

5.1.2 Supporting Data

A lack of supporting data can lead to several delays in assembling the DCI justification package.
First, the manner in which the OPP science divisions write the risk assessments (RAs) is viewed
as problematic by several PSB staff. Currently, neither the RAs nor the REDs summarize or
clearly identify upfront the rationale for new studies. Often, PSB staff need to review the entire
RA to locate necessary information or contact the science divisions to help develop the
rationale, both of which can be time consuming.

Second, in conducting the RA, the science divisions may conclude that the registrant needs to
conduct “special studies” in order to generate sufficient confirmatory data for product
reregistration. In practice, the science divisions delineate the basic parameters of these special
studies but do not provide PSB with cost burden estimates. Since special studies fall outside of
standard test cost estimates, PSB is responsible for estimating the cos ﬁ#g\den for the DCI
justification package, despite not being as familiar or knowledge\Tb\,e e science divisions
about study components. NeYS\

ca\ 20,
51.3 Tracking e ot 3\0\%90 anua(\l
Tracking, as it r. ge@aﬂo gfe % r’gﬁﬁq‘%}loﬁ process, has several shortcomings. Due to the
lack of an int ed ra ystem and the multiple players involved in the DCI process, there
are at least fouNthkmg systems used by staff to meet different needs: the Office of Pesticide
Programs Information Network (OPPIN), a Microsoft Excel-based tracking system, and several
Microsoft Word-based tracking systems.

2011

As one of the first steps in the DCl-related tracking process, the generic CRM or product-
specific reregistration CRM generates the DCI or PDCI, respectively, in OPPIN. (In practice,
PSB, not the generic CRM, typically generates the DCIL.) OPPIN is not well suited, however, for
detailed tracking of the DCI process because it does not include the needed data fields and
reporting functions. Consequently, PSB uses a Word-based system to track the review periods
of DCI justification packages by different EPA divisions (i.e., FEAD and RCS) and OMB. It then
uses another system to track the return of green cards from registrants. Once PSB processes
the product-specific green cards, it forwards them to the product reregistration CRM in PRB who
tracks the ninety-day response for the PDCI in Charts and Tables. If the DCI also required
generic, confirmatory data, PRB forwards a copy of the green cards to the generic CRM for
tracking. The tracking system used for ninety-day and eight-month responses varies among
CRMs on the active ingredient level — some use OPPIN; others use separate systems.

OPPIN, which is about five years old, was an attempt at creating a centralized, integrated
information management system that would meet the needs of and be accessible to all OPP
divisions. Multiple staff expressed dissatisfaction with OPPIN, citing it is not user-friendly, data
are not current or complete, and lack of a “report-card” function (guideline status report) to
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easily check the status of any given chemical in the post-RED process. CRMS, the
predecessor of OPPIN for tracking reregistration of active ingredients, had this functionality,
allowing the user to determine where an active ingredient is in the process (e.g., to check the
status of submitted studies from a given registrant). Due to its design, CRMS also provided a
level of staff accountability that OPPIN does not offer. A new system called PRISM is currently
under development and intended to take over the functionality of OPPIN to address currently
unmet needs. It is unclear at this time whether PRISM will have the “report card” function or
something similar to it.

5.2 Resources and Staff Time

At this time, inadequate staffing in PSB contributes to bottlenecks and delays in the preparation
of the DCI justification package. Currently, there are no senior scientists or senior science
writers on PSB’s staff roster. PSB currently relies on FEAD staff for preliminary reviews of
supporting data and documentation. It is not uncommon for FEAD staff members to spend
approximately ten percent to twenty percent of their time on DCI preparation and review.

Due to the statutory deadlines for reregistration, generic CRMs begin work on new chemical(s)
after the RED is signed. By the time PSB commences the development of the DCI justification
package, the CRMs are likely focusing on new chemicals. Consequently, answers to product-
specific questions may be difficult to obtain due to the lapse of time be the RED signature
and DCI preparation, as well as competing priorities among t{ﬁ\@@\hs. or?eover, since there
are twenty-one CRMs at this time, PSB often mu_sé BQ@N)% hg@qh’l@p

information. o B\O\OQ\ . 33(\\)6.‘\1

¢ fol * 0
5.3 Approveelgﬁ(tlﬁqg%%wgﬁm%%%on Package

C\ 16
Since 2003, the *Q@I.ian%t%’of time for preparing a DCI (including OMB's review approval) has
decreased from an average of 18 to 24 months to an average of 9 to 10 months; the shortest
length of time being four months as OPP improved its procedures and developed its relationship
with the previous OMB desk officer. A consistent source of delay in the DCI preparation
process is OMB's review and approval, which can often span several months. Staff expressed
the importance of building a relationship with the OMB officer, so both parties have a mutual
understanding of the process. However, the turnover in OMB officers is relatively high: many
officers serve for only two to three years.

le to get
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6. Data Requirements and Review

Key aspects of the product reregistration process are the ninety-day and eight-month responses
by the registrant, as well as the review of these data by EPA. Several issues are important to
consider relative to the delays and issues with product reregistration, including data
management, communication, management priorities, and staffing.

6.1 Data Management of Registrant Responses

Given the number of data guidelines, communications, and other pieces of information that
correspond to each product, information management is key to the product reregistration
process. Tracking of information is critical for DCI preparation and mail out, ninety-day
responses, eight-month responses, data review, label assessment and review, and
reregistration decisions. Overall, there are approximately forty-four discrete data elements that
must be tracked for each product (i.e., six toxicity studies, twenty-eight product chemistry
studies, efficacy studies (if required), waiver requests, study deficiencies, time extensions, and
suspensions). Products that are combinations of active ingredients, which may or may not be
conducted at the same time, further complicate tracking.

In 2005, SRA International developed a report that described and illustrated,the product
reregistration process and commented on the adequacy of its trac IQQ @é ms.* SRA
concluded, “EPA and participants of the product rere wwgﬁa Qlﬂvery much use an
automated method of tracking the numerous m@g rou ﬁu& process. Currently, all
tracking is done manually in PRB a % h}@ﬁh’ect access to the tracking data.”
Thus, for this evaluatlon mtegx“te ed several OPP staff members to identify

information manqge e\les%ij’{ ;\!

The Office of Pe&}mde Programs Information Network (OPPIN) was intended to be a
centralized system to address the needs of all OPP programs. However, OPPIN is inadequate
for purposes of product reregistration because it does not provide the required data fields or
reporting functions. It also does not provide PRB the necessary reports to verify the data
contained within OPPIN against other data sources, which is critical given the number of
tracking systems used for product reregistration. Staff also noted that the concerns with OPPIN
extend beyond those of reregistration. SRRD staff have requested modifications to OPPIN to
address its shortcomings in tracking reregistration for both active ingredients and end-use
products. Generally, requests related to the reregistration of active ingredients have been made
more frequently, as many staff believed that those requests were more likely to be granted than
those on the product level. OPP staff noted that information management needs for registration
review are being addressed to their satisfaction. In addition, staff commented that PRIA actions
accounted for most of the OPPIN maintenance budget.

In November 2006, SRRD management again requested several revisions from ITRMD, which
reiterated SRRD's priorities from June 2004.** These revisions follow in priority order:

2 opp Enterprise Architecture Process Description: Special Review and Reregistration Division Product
Reregistration,” SRA International, September 29, 2005.

3 Based on an e-mail message from Pete Caulkins, Associate Director, SRRD, to ITRMD, “Product
Reregistration IT Development Projects,” September 5, 2006
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= RED Outcome Report at the Product Level, which would track by case name and
chemical each product, the PDCI issuance date, ninety-day response date, eight-month
response date, data review status, date sent to RD, and fields that track RD's interaction
with the registrant.

s RED Outcome Summary Report that tracks the total number of products cancelled,
reregistered, and amended. A key aspect to this report would be the ability to aggregate
these data by chemical, branch, PM, etc.

»  Guideline Status Report to track generic studies required by the RED.
These three features were promised to SRRD by ITRMD as part of the next revision to OPPIN.

The first report, RED Outcome Report at the Product Level, was available in the precursor
system to OPPIN, which was called PRATS. PRATS was disabled in 2003 after OPPIN was
launched. PRATS data are available in read-only format, but PRATS is no longer available for
data entry. PRATS included specific fields for tracking product-specific studies (receipt,
acceptability, review status, etc.), which is not available in OPPIN.

As a result, EPA has been forced to track outside the centralized system, which is counter to the
intent of developing OPPIN. To track product-specific reregistration information, SRRD
developed “charts and tables.” Charts and tables are a Microsoft Word mplate that CRMs use
to record product reregistration information. They mclude back rmation, such as RED
date, case, code, PM contact, and number of prod \’gas t atus of responses in
review, products suspended, products canc uct I%@I\r view, products sent to RD,
and letters out.** For each prod tl@\ é lowback requested/received,
product chemlstry dataété’(u ICI @téﬁg due date for data, date sent to label review,
and date s an\lt al es contact with the registrant by product and identifies
action |tems ch s some ﬂeX|b1I|ty to modify the template according to his/her own
style, and ea&’l\ﬁé is not avallable to other CRMs or management hecause CRMs generally
save these files on hisfher personal drive. In addition, some CRMs are timelier than others in
maintaining their charts and tables.

To provide tracking information to management, SRRD maintains two external databases in
either Microsoft Access or Word: (1) STATUS includes information from the “bean sheet,” which
is a summary report submitted to RD with each reregistration package, and (2) REDS includes
the chemical, CRM assignment, number of products, and how many products are reregistered,
amended, or cancelled. These databases are only accessible to one SRRD PRB staff member,
and serve as the data source for management reports and SRRD'’s annual performance report.
Despite its disadvantages, OPPIN allows SRRD to track RD activities with respect to product
reregistration. This helps SRRD maintain its STATUS database. Although there are some
similarities between OPPIN and STATUS, OPPIN does not provide the proper reporting
features such that PRB can access the needed information in a usable manner.

The third report that was requested, the Guideline Status Report (often referred to as a “report
card”) has been requested several times by SRRD.* This revision would largely benefit the

% Based on charts and tables for Trifluralin, September 15, 2005, provided by Pete Caulkins, Associate
Director, SRRD.
%5 “OPPIN Generic Data Management Functionality Assessment,” Patrick Dobak, May 2, 2005
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reregistration branches that are responsible for tracking confirmatory data for active ingredients,
as well as tracking DCI responses. Whereas PRB worked outside the system to develop charts
and tables, the effort on the active ingredient side was not as coordinated. As a result, SRRD
reregistration branches do not know where confirmatory data are in review nor if the guideline
has been satisfied. RD also pursued the development of a database external to OPPIN to track
generic data for registration.

Also, on the active ingredient level, staff noted that OPPIN was not well suited for tracking
“special studies,” which are those that are not included as standard guidelines. Similarly, PRB
noted that it does not have a way to track voluntary letters, and Certitrack might be useful for
this purpose. Certitrack is a database to track correspondence that was used by some PRB
CRMs, but it is a DOS-based program that requires a dedicated printer. OPPIN also does not
provide the proper capabilities for data management, as many of the corrections need to be
made by a database administrator.

SRRD staff noted that improvements to OPPIN do not seem to be a priority given that OPP is
developing PRISM, which will replace OPPIN in September 2008. PRISM, while still in the
planning and acquisition phase, intends to use the basic table structures of OPPIN. PRISM,
however, will supplement those tables with new and redesigned data structures as it is
developed. The primary intention of PRISM is to provide OPP staff and management with an
improved presentation layer, integrate currently missing applications ag ther improved
software features, and provide new functional appllcatlons U\ggnqte ISM is intended to

provide a more stable environment for the entire p eliid @'X: upled with new
technologies (Documentum, CDX, and J2 j a&ﬁ\é \MII enhance EPA’s ability to
meet its strategic goals.* Staff {1 Ohaé |rectly addressed how product

reregistration W|II be.ad inP e

9 “@@ et S
Several staff rﬁ bé;é\re}pressed that the ultimate success of PRISM hinges upon improved
communication between management and staff. In particular, they currently play a mostly
responsive role in maintaining and improving OPP tracking needs, e.g., they attend meetings
when asked, or provide management with information when requested. These staff members
expressed that they would be better able to anticipate and respond to tracking issues if open
lines of communication between all staff are maintained. Several staff commented that
ITRMD’s visibility and involvement in programmatic activities is limited. Because ITRMD has
taken a compartmentalized approach when developing both OPPIN and PRISM, staff noted a
need to bridge communication within the office. One potential avenue is through the Information
Management Council, which is comprised of all OPP division directors and provides a forum to
advance IT needs.

As a result of the shortcomings of OPPIN and the current approach to data management, EPA
unintentionally created a window of time for which data are not properly tracked because they
are not available electronically or not available in a centralized format. The current approach
means that PRB is unable to monitor progress in an effective and efficient manner, which
wastes a lot of time and things are more likely to fall through the cracks.

o http:/iwww.epa.govioamhpod1/admin_placement/0610113/qat.doc
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6.2 Acute Toxicity and Product Chemistry Analysis

SRRD conducted an assessment of the impact of product-specific acute toxicity and product
chemistry reviews on label mitigation. The SRRD assessment sought to determine the impact
of these reviews on revisions made to the product label during reregistration beyond what would
be required by the Reregistration Eligibility Decision (RED). SRRD’s preliminary analysis
indicated that product-specific data had a significant impact on label mitigation. To confirm their
findings, Abt Associates conducted an audit of the acute toxicity portion and assessed its utility
for the evaluation of the product reregistration program. This section provides background on
the data and guidelines and discusses the design of EPA’s analysis and our conclusions
regarding SRRD's analysis.

For more information on the approach and specific results of the audit, please see “Results of
Audit — Evaluation of Acute Toxicity and Product Chemistry Review Findings,” Memorandum to
Yvonne Watson and Caulkins, U.S. EPA from Debra Kemp, Albert Acquaye, and Jason Sacks,
Abt Associates Inc., January 30, 2007.

6.2.1 Background on Acute Toxicity and Product Chemistry Guidelines

The acute toxicity data required on end-use products for product reregistration include the acute
oral, acute dermal, and acute inhalation studies, which evaluate syste p{«mty resulting from
short-term exposure via the designated route. The remalmn ert re the primary eye
irritation, primary skin irritation, and the dermal sens | 5%9 "efe and skin irritation
studies assess potential irritation or corr%%qqd@rﬁ' s g)mo e, wh|le the dermal
sensitization study evaluates aller, t.i) esultmg from multiple exposures.

These acute studies, i | @e‘@&% t‘.éﬁ\ as each study is categorized based on degree of
effect (catego@a@@ g’vﬂh%ategory 1 indicating the most severe effect and Category
4 representing thedea evere effect. In addition, each category corresponds with specific
label statements or requirements necessary to reduce exposure and protect against acute
health effects. The resulting label statements/requirements vary significantly based on product-
specific factors such as the formulation type and whether the use pattern is agricultural,
occupational/industrial, or residential. Furthermore, label statements for agricultural and
occupational use products may vary based on whether the product is subject to the Worker-
Protection Standard (WPS).

Acute studies result in hazard communication directly to the user and/or medical professionals
through the label sections and/or product classifications listed below.

Restricted-Use Pesticide (RUP) Classification
Signal Word/Skull and Crosshones Symbol

First Aid Statements

Note to Physician

Hazards to Humans and Domestic Animals (HHDA)
Personal Protective Equipment

Child-resistant Packaging

NoL o by e

The product chemistry data required for product reregistration can be grouped into two
categories: (1) product identity, composition, and analysis, and (2) physical and chemical
properties. Product identity, composition, and analysis allow EPA to clearly define the product
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formulation and identify any inert components of concern. The physical and chemical properties
assess potential hazards posed by the formulation (e.g., flammability, corrosivity, and storage
stability). Identification of these hazards allows the implementation of preventative measures.
Some of the more basic physical and chemical properties evaluated allow EPA to respond to
emergency requests for identification of unlabeled pesticides.

6.2.2 Design of Analysis

At the completion of FY2005, SRRD randomly selected a sample of 120 products (7 percent of
reregistered products) of the 1,730 products had been reregistered. The sample size of 120
results in one product per RED listed on the OPP Web site with available batching tables at the
time this assessment was performed. Abt Associates believes that a larger sample size would
be better suited for this analysis, but understands the limited time and resources available to
SRRD. SRRD noted that crosschecking labels with the results of the acute toxicity and product
chemistry reviews was a lengthy process. Based on its description of how it identified a specific
product from each of the 120 REDs, Abt Associates believes that the selection procedure SRRD
described was objective and unbiased. ;

Although Abt Associates confirmed its sampling procedure, we believe that SRRD could have
better designed its study and in turn provided a better answer to the issues at hand. For
example, we would have suggested that EPA select randomly from amEQP\he entire universe
of products for which product reregistration was completed or fQ wimc ﬁls had been
amended. This would have allowed SRRD to confir q;weé s based on acute
toxicity reviews were indeed placed on the(§ b would have suggested
that EPA not constrain itself from‘swp & Brgdi)axf}om each RED given how the number

of products vary n Ce 77 a‘c\(\\\le

Also, Abt Asso Qg] ’(!Jéfn}it believe that EPA’s results were presented in a detailed enough
manner such th e reader was left with a clear idea of what a “revised statement” means. By
establishing criteria for each category or at least providing examples, the reader might have had
a clearer idea of how substantive the revisions could be. Similarly, EPA could have made its
categories more specific, including multiple categories for signal words (e.g., added, increased,
decreased), first aid statements (skin/clothing, eyes, swallowed, inhaled), and individual
categories for mitigation statements that appear most frequently and may therefore skew the
results (e.g., having container available when calling poison control center, notes about
cholinesterase inhibition, etc.).

Finally, the analysis did not provide a comparison of extent of mitigation identified by product-
specific data as compared to extent of mitigation identified in the RED. We understand that
RED-specified mitigation is generally more substantial. That said, some OPP staff members
commented that the product-specific mitigation was negligible. Abt Associates believes that an
analysis that identifies the mitigation required by the RED, as well as that specified by product-
specific data would be informative.

6.2.3 Audit Conclusions

Although Abt Associates was generally able to confirm the majority of EPA’s findings for each of
the twelve products included in the audit, the audit revealed several discrepancies and other
issues of concern. These discrepancies were identified in the above-referenced memorandum
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to EPA. In addition, EPA seemed to be inconsistent in how it characterized Personal Protective
Equipment (PPE) in its results. Generally, EPA included the discussion of PPE requirements in
the Hazard to Humans and Domestic Animals (HHDA) section of its acute toxicity review memo;
however, for purposes of its results sometimes these changes were considered revisions to
PPE and sometimes revisions to HHDA.

Often, mitigation specified by the acute toxicity review did not appear on an amended product
label. Note, however, that not all products have been reregistered. Similarly, amended labels
often included additional mitigation beyond that recommended in the review memo or the label
table from the RED. The source (e.g., registrant or RD) of such mitigation is unclear, as well as
if mitigation specified by acute toxicity reviews may have otherwise been included on the label
(e.g., updates to first aid statements based on current label review standards).

For these reasons as well as the shortcomings identified in the study design, Abt Associates did
not feel it was appropriate to include EPA’s analysis in its report.

6.3 2,4-D Streamlined Data Requirements

Through batching and citing existing data, OPP can substantially reduce the number of sets of
product-specific acute toxicity data to be reviewed for each active ingredient, thus reducing the
time required to re-register products. It may be possible to reduce the tig: required for acute
toxicity reviews even further, if the batching process is streamlined. uch example of
streamlining may be found in the case of 2,4-D. 2,4€$\iwﬁmﬂred?@@7more than 600
agricultural and home use products. It co eg‘\igaﬁu pl\e}g rEhl orms, and is found in
numerous products intended for iE&Q&% r?pg}aﬂ es. The Industry Task Force |l on 2,4-
D Research Data work M;m ﬁ;@ﬁg 9roduct—speciﬁc acute toxicity data requirements
by using exi R@da\ﬁ\an%’%rﬁnﬁﬁﬁﬂg the batching process. The Task Force included almost

all registran affectgdb@ e 2,4-D reregistration, including every company that had technical
registrations f&\Q,H—D.

Batching allows registrants to use or cite acute toxicity data from a group of similar products to
satisfy data requirements. Batching tables are included in the RED and group product
formulations that, from an acute toxicity perspective, allow one set of acute data to be used to
support the reviews of all products within the batch. Once batching tables are published in the
RED, it is the responsibility of registrants to act upon them and submit data to OPP. For
instance, after product A submits the required data to EPA, registrants of products B, C, and D
that belong to the same batch as product A and want to use (cite) data for product A in support
of their products, may pay or offer to pay the registrant of product A to cite its data.

Depending on the chemical and the formulations, OPP may not be able to hatch all the acute
toxicity data, instead requiring all registrants to submit individual acute toxicity data. This is
usually the case for fertilizer products, which may result in individual eye irritation data being
required and other acute toxicity data being batched. In many instances, registrants choose not
to take advantage of the batches and rather chose to submit their own data, which EPA is
obliged to review. Many registrants do not take advantage of the batching because the data
already exist, they would prefer to submit their own data, or they do not want to pay data
compensation fees. OPP estimates that typically between 20 and 30 percent of registrants take
advantage of batching.
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6.3.1 2,4-D Batching Approach

The level of success of batching varies from chemical to chemical, since formulations may be
quite different. In the case of 2,4-D, a preliminary attempt at batching one of the formulations
with the majority of 2,4-D products yielded about 50 to 60 batches. The Industry Task Force Il
on 2,4-D Research Data submitted a proposed batching scheme, although it was of limited
value because it did not include information on inert ingredients, which is confidential business
information. The acute data provided by the Task Force, however, were very useful in satisfying
the data requirements for individual products and product hatches, even though organizing and
evaluating such a large volume of data was very time consuming.

This approach did, however, allow PRB to use the existing acute data provided by the Task
Force to satisfy some or all data requirements for most of the product batches. This negated
the need for a registrant to submit a waiver to cite what was already submitted to EPA. The
formation of a task force specifically to address product-specific data requirements will likely
result in greater participation in the batching groups by registrants. Also, because Task Force
data were available during the batching process, they were used to determine product grouping.
In some cases, this allowed for products with a larger range of active ingredient to be grouped
together. As a result, EPA asked for only 1,027 acute toxicity studies out of a possible 3,618
studies, which will decrease the burden on the registrants, EPA, and OMB,

6.3.2 2,4-D Storage Stahility Requirements EP A

: \O A
The Industry Task Force Il on 2,4-D Research.%aég @Ngggh%@Pﬂ%g information and data
to show that different formulations usi@\tbm\ami;aé‘g@&wremely stable under various
conditions. For this reason‘.&e/aﬁégssit\njl?@ eliinate the storage stability data requirements
that are the most ax“mgr?e Q sgnceé\él rants and the longest for OPP staff to review.
Registrants &@%v Km@@ itted almost ninety storage stability studies to support
registrations q\‘ime?#orcement cases, all of which indicated that regardless of time, the product
remains stable with up to five to seven years of shelf life. As a result, OPP waived the need for
any more storage stability studies.

6.3.3 Pros and Cons of this Approach

In general, this approach will save time in reviewing data by identifying good studies that have
been conducted properly to support the registration of large groups of products. This batching
approach resulted in a 72 percent reduction in the amount of data required compared to getting
a six-pack for each of the 603 products.”” A six-pack for each of these products would have
resulted in 3,618 individual studies required, while EPA is asking for 1,027 studies through the
current approach. Typically with batching, however, many products use existing data (either
from another company within the same batch, or previously generated product-specific data) to
support product reregistration. Even if one-third of the 603 products used existing data, this
approach would have resulted in a 57 percent reduction in the amount of acute data required.

This approach required registrant participation to determine the studies that may be used to
support the reregistration of various product groups. The larger the number of registrants
involved in a task force, the greater the degree of participation in batching since the formation of
the task force provides an organizational structure to facilitate data sharing and minimize

3 2.4-D Batching Project Briefing, provided by Pete Caulkins, February 13, 2007.



Case: 14-16977, 02/02/2017, 1D: 10299319, DktEntry: 71-2, Page 61 of 291

registrant costs. Because all 2,4-D registrants were members of the Task Force, they were
likely to participate.

Typically OPP would issue the data requirements and shift the responsibility to the registrant.
By working with the Task Force, they were able to determine what they needed. OPP has
learned from its 2,4-D experience. PRB developed a revised process for working with task
forces that does not place as great a burden on its staff. OPP has targeted permethrin (1,185
products), MGK-264 (706 products), and PBO (1,704 products) as candidates for a revised,
streamlined approach. This approach appears to be best suited for situations where a task
force exists, which can provide the necessary infrastructure to coordinate responses among the
various end-use product registrants, ensure their participation, and address data compensation
issues.

6.4 Communication

Several entities are involved in product reregistration, including the SRRD reregistration
branches following the publication of the RED and the Registration Division after data review is
complete. Data collected through interviews indicate that there is a breakdown in
communication at the transition of products to and from PRB.

Staff in the reregistration branches often operated on the assumption thatthe signature of the
RED essentially concludes reregistration and that mitigation i 1s t d in a timely manner.
Staff noted that the public and environmental and pu@ g{yﬂns often share this
perception. Staff of the SRRD rereglstratlogb mj es an Wzﬁdys ration Division admitted
that they are not as familiar with thﬁ)qr& |ﬁu§®@§§omated with product reregistration as
perhaps is warranted Ce“,{ o C\m\,e

Further, lhey(;e‘égin@éftﬁa@commumcatlon with the registrant is not always productive because
the registrants an incentive for product reregistration. Recently, SRRD has pursued
avenues to prevent delays in registrant submissions, which often resulted from submitting
comments or inadequate data later in the process. OPP staff also noted that the “stick”
associated with product reregistration — suspension — has not been applied recently. SRRD is
currently in discussion to reestablish the procedures for that process now that the EPA Office of
Compliance is no longer involved in suspension actions.

At the end of each month, SRRD sends a status report to RD that identifies which products are
currently with RD for reregistration. This is based on the STATUS tracking database that SRRD
maintains external to OPPIN. Several RD staff noted that these reports could provide additional
information to make them more useful, and some noted that they did not actively use the report
for management purposes.

Whereas reregistration of conventional pesticide products is the responsibility of SRRD, other
OPP divisions are responsible for reregistering products under their area of focus. SRRD staff
noted the Biopesticides and Pollution Prevention Division (BPPD) has also commented on the
inadequacy of OPPIN for product reregistration. However, SRRD staff noted that they were not
familiar with the product-specific data tracking procedures within other OPP divisions (BPPD
and AD).
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6.5 Management and Staffing

As part of the overall reregistration process, product reregistration is only one of the priorities
within either SRRD or RD. Historically, writing and publishing REDs was the priority for SRRD
and registrations (particularly PRIA actions) were the priority for RD. Recent attention, however,
is being focused on product reregistration through pilot projects, quarterly briefings for OPP
Director Jim Jones, and regular SRRD/RD meetings on product reregistration. Most recently,
the RD Director designed an approach for product reregistration moving forward (see Section
7.5 of this report). OPP management and staff are dedicated to seeing the RED-specified
mitigation implemented on product labels, as well as addressing the vulnerability associated
with the delays in product reregistration.

Despite attempts within FIFRA to establish deadlines for product reregistration (see Section
1.3.1 of this report), product reregistration has never been pushed and management focused on
the front-end of the process. In addition to the impacts cn OPP's backlog, a registrant also does
not know when it will receive a reregistration decision after submitting an eight-month response.
OPP has improved the process by which registrants submit data, including standard formats.
OPP staff and management noted that product reregistration is one of the most inefficient
processes in OPP, though that is not a result of the people, but the design of the system. To
help address performance, SRRD sets goals for product reregistration annually, and these
goals are met (see Figure 3-4). SRRD staff noted that because of endﬁﬁp{;al year deadlines
for REDs and other activities, product reregistration gets the F&Waﬂe jon_in October to

We A
January. ‘ ca DV 0. 20
In its FY2007 reregistration wg\r,&qlém%%i%eal@ate\ﬂs FTE resources as follows:*
ed 10 77 A
= 40 per(@h‘% c?_mp'he@% non-food-use REDs

NS |
= 41 percent to post-RED issues

u 8 percent to product reregistration, which covers both SRRD PRB and RD

v 11 percent to registration review

Over time, a greater percentage of resources will be allocated to registration review, After
FY2008, SRRD expects that funds will no longer be allocated for completing REDs, though it
will continue to budget for post-RED issues. Funds are allocated for product reregistration
through FY2013. The eight percent FTE allocation is roughly equivalent to past staffing levels
and SRRD expects the staffing level to remain fairly constant in the short term.

Some staff members commented on the decrease in PRB staffing over time as a result of
attrition and retirement. They maintain that it is a challenge for PRB to keep up in light of the
workload and reductions in staff. PRB did recently hire a new product chemistry reviewer and a
new CRM. Training for new staff is conducted on an ad hoc basis, and written procedures for
product reregistration are not available.

* personal communication with Pete Caulkins, January 2007
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7. Label Assessments and Reviews

SRRD PRB and RD conduct label assessments and label reviews, respectively. SRRD's
preliminary label assessment focuses on comparing the amended label to the label table in the
RED to ensure that the label adequately captures the required mitigation. After SRRD’s
preliminary label assessment, RD reviews the label in its entirety and is responsible for
stamping the final, approved version.

A brief overview of the reregistration process as it relates to the label review process is provided
below:

= Registrants send OPP a revised label as part of the 90-day response to the DCI to
incorporate mitigation on the RED;

= Registrants send OPP product-specific data and/or confirmatory (generic) data over the
eight-month response period;

= SRRD evaluates the product-specific data, requests additional information as needed,
and determines if additional mitigation is needed;

= After all study reviews are complete, the CRM assembles a label review package for the
PRB Label Review Team;

PA
= PRB Label Review Team develops a preliminary Iabel(%ngs‘dm%Lﬁee Section 7.1);

We
= The CRM assembles final review pgoﬁcg\eaéﬂ‘sﬂ]e . a&p&icabm science reviews,
the preliminary label assess Sﬂn,\aﬁa n &L@fg@(ﬁé}%e product label) and delivers to

Product Manager (@@o’ﬁ@b. and i e

: N \Y
«  The PN@\@C\O dul ﬁrrél%view of label (see Section 7.2) and requests additional
revisions the'registrant, if required. Once approved, the PM stamps the final label
and issues a reregistration notice.

7.1 Label Assessment — Special Review and Reregistration Division

The primary purpose of SRRD'’s preliminary label assessment is to determine whether the draft
labels submitted in connection with product reregistration comply with amended labeling
language specified in the RED/IRED.* To avoid duplication of effort between SRRD’s and
RD’s label reviews, the preliminary label assessment does not comment on other aspects of the
label, such as labeling requirements specified in 40 CFR part 156.10, Pesticide Regulation
Notices (PRNs), and Criteria and Policy Notices. To assemble the preliminary label assessment
and to maintain consistency, SRRD uses a template with the following sections: a scope
statement, background, summary of findings (including recommended label changes), and an
appendix with a checklist of whether the label changes made by registrants are acceptable or
unacceptable.

The preliminary label assessment occurs once the CRM submits the label review package to
the SRRD PRB Label Review Team. The label review package consists of the draft label

% PRB Preliminary Label Assessment. Memorandum provided to Abt Asscciates by Larry Schnaubelt,
PRB.
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submitted by the registrant, SRRD's review of the product-specific data, and the label table,
which assists SRRD in comparing the label to the mitigation specified in the RED. The label
included in the label review package is the most recent, hardcopy version submitted by the
registrant as part of the eight-month response to the DCI. Over this same time period, however,
the same registrant may have submitted drafts of amended labels to RD (e.g., to add a new
use), and SRRD may be unaware of these label changes. Consequently, the label reviewed by
SRRD as part of its preliminary label assessment may not be the most recent version. This
problem is magnified by the long timeframes in which label reviews occur, as documented in
Chapter 3 of this report. Once completed, the preliminary label assessment is submitted back
to the CRM, who then assembles the final review package and delivers it to the appropriate PM
in RD.

7.2 Label Review — Registration Division

After receiving the final review package from SRRD, the PM conducts the final label review and
stamps the label. It is the responsibility of the PM to identify and address any outstanding
labeling issues, including any remaining RED-specific issues, and to obtain the necessary label
changes required for final product registration. To do so, the PM typically composes a letter to
the registrant specifying necessary labeling revisions.

RD commonly finds issues with the labels that require additional rew3| the registrant (e.g.,
labels are not compliant with acute toxicity data) or prompt RD t“ xto Jlthe label
assessment performed by SRRD. For example, the &%r@ml I @% ments commonly
identify labeling issues but do not contain atoh Fequiring the PM to duplicate
the part of the review related to @Dﬁm‘t&é ta@‘ contnbutlng factor is poor version
control of labels betwe entloned previously, it is common for PMs to
receive old abgj;\’&& s’klbs&’%@?n eview package from SRRD, due to the fact that the PRB
Label Review T ses the amended label submitted by registrants as part of the eight-
month response. In these instances, PMs often conduct an entire label review from scratch,
since the preliminary label assessment is based on an outdated label.

The OPP Label Review Manual was created as a way to help maintain consistency in RD's
label reviews. Despite these guidelines, RD’s label reviews are not always conducted in a
consistent manner. For example, in instances where a registrant requests the addition of a new
use to the label, and the product is still somewhere in the reregistration process, some (but not
all) PMs will require that the registrant implement the mitigation stated in the RED at the same
time as adding the new use to the label. These PMs will not stamp the new label until the
mitigation stated in the RED is incorporated on the label.

Similarly, PMs vary in the way they use SRRD's preliminary label assessment. Several RD
Branch Chiefs noted that the label assessments are especially beneficial to new PMs who are
not experienced in conducting label reviews or who do not have an extensive knowledge of the
product and its regulatory history. The majority of PMs, however, noted that they either entirely
disregard the label assessments or only use them as a way to ground-truth their own label
reviews.
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7.3 Ziram Pilot Project

In Spring 2006, EPA initiated a pilot project using the ziram case where RD and SRRD
conducted concurrent, independent label reviews for each of the products to determine how the
two divisions assessed label changes. In March 2006, reviews were conducted for three
products. There were no differences in the label reviews conducted by the divisions, except that
RD had two, minor non-substantive additions that were a result of pesticide notices.*® Note that
two of the products were manufacturing-use products that typically do not require many label
changes as a result of the RED.

Also in Spring 2006, SRRD and RD conducted label reviews for sodium acifluorfen using its
standard process (i.e., a label assessment in SRRD and a label review in RD). Reviews
indicated that the registrant had included a new use on the label, which was caught by both
SRRD and RD reviewers.

Although these two reviews indicate the similarities in reviews between the two divisions, our
preliminary conclusion is that two pilots are not an adequate sample from which to draw a
conclusion. Further, we would have recommended that the reviewers not be told of the pilot
project to better represent typical review conditions.

7.4 Workload Management and Other Issues EP A

In some RD branches, products are assigned to P pqq@ﬁ%\} ff @'}Ed on chemical
ownership. In other branches, one or two \sé) hated to conduct label
reviews on a full-time baS|s Mék”? re currently juggling label reviews for
product rereglstratlon é’{}x al@&ustratlon work. Other personnel issues include
frequent sta@ﬁm a&%tgé{ likeéfthood of several PMs retiring in the near future.

With regard to %anagmg workload, the number of review packages delivered by SRRD to RD is
highly variable. Branch Chiefs and PMs in RD often do not receive a *heads-up” from SRRD
about when to expect review packages. PMs may receive one hundred review packages at a
time, or as few as one or two review package every few weeks to a month. The product
reregistration backlog is also highly variably among the RD branches. For example, two
branches have no backlog while the remaining branches have backlogs of one hundred or more
products.

Several PMs expressed preference for receiving all product labels pertaining to one chemical at
one time. This is advantageous because it allows the review teams to meet and discuss any
issues, thus leading to greater consistency in the label reviews. The downside of batching is
that SRRD may hold back a large number of completed packages while completing the
remaining products, which delays implementation of mitigation and potentially results in
outdated assessments for a significant number of products.

Several staff noted that there is very little collaboration or communication between SRRD and
RD on the label assessments and reviews. For example, the PRB Label Review Team rarely

“® Product Reregistration Quarterly Review, Briefing for Jim Jones, Associate Director of the EPA Office of
Pesticide Programs, July 2006
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receives feedback nor is asked questions by RD on the preliminary label assessment. Similarly,
it is common for there to be little to no interaction between the SRRD CRM and the PM when
the final review package is delivered to RD.

To facilitate the handoff of packages between SRRD and RD, OPP recently developed new
standard operating procedures (SOPs) to provide RD with streamlined label review packages
from PRB.*' By providing only the critical documents used in PRB’s label assessment, OPP
expects that RD staff will be able to proceed with reregistering the product with less effort and in
a shorter time period. A streamlined package would entail sending RD only the final acceptable
review from each discipline (e.g., acute toxicity, product chemistry with acceptable confidential
statement of formula, and efficacy), the label assessment, and one copy of the latest draft label
(used in the label assessment). Previously, each CRM assembled packages differently and
often provided more information than RD required. Both of these issues required RD to spend a
significant amount of time reviewing and sorting materials in the package before conducting its
label review.

7.5 Current Strategy to Expedite Product Reregistration

Recaognizing the backlog in product reregistration, upper management in RD has placed an
increased emphasis on product reregistration recently. In Fall 2006, the RD Director developed
a plan to expedite product reregistration by forming “SWAT teams,” wgr? Nou!d include staff
from both RD and SRRD and would focus on reducing produc\,{ registration backlog. Thisis a
promising approach because it bridges the cii\.'id_ecba : % 68@9&. hich will help to
facilitate communication between the divisionsd) \ ( '
; ﬁC“ %g? c“\ 32“\\“3-V
Four categories \&ftg%\u@ﬁ&% id (@WQ% Products in RD for which the PM has
communicated'y he r '6@3117b has not yet received a label that is in compliance with the
RED, (2) Produgtgyn hﬁ' or which the PM has not yet taken any action, (3) Products in SRRD
PRB for which the DCls have been issued, and (4) Products in SRRD PRB for which the DCI

has not yet been mailed.*?

Products in Categories 1 and 2 will be addressed by RD staff exclusively. During our
interviews, we found that some RD branches had taken the initiative to reduce its product
reregistration backlog (as of September 2006), whereas others had not yet addressed products
in their branch. Categories 3 and 4 will be addressed by SWAT teams (SRRD and RD).

To address Category 1 products, the PM will send a letter that outlines a registrant’s obligations
and allow a given amount of time to incorporate these changes hefore EPA takes action. To
address Category 2 products, the PM will send a letter to the registrant requesting label
changes as stated in the RED. The registrant must also send a letter that certifies that the only
changes on the label were those required by the REDs.

In early October, SWAT teams were established to expedite product registration for Categories
3 and 4. Each team consists of about five SRRD and RD staff, each dedicating full-time, or
close to full-time, to product reregistration over the next few months. The SWAT teams will

4" SOP for Reregistration Packages sent to RD, provided to Abt Associates by Venus Eagle, September
2006
%2 Categories for Products in the SRRD-RD Pipeline, August 2, 2006
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conduct label reviews, send letters to registrants about required label revisions, and initiate
regulatory action when a registrant does not comply. Each SWAT team will be assigned about
one to three active ingredient cases, covering about 100 products in total.** RD predicted that
the SWAT teams would work for a period of two months.

The SWAT team approach is unique for several reasons:

= |t includes ambitious internal deadlines for completing product reregistration

= Product reregistration was made a priority within RD (particularly with respect to
products in Categories 1 and 2)

»  RD will provide support to SRRD with products that have not yet completed the SRRD
portion of the reregistration process.

= |t includes strict deadlines for registrant responses, including 30 days for registrants to
submit amended labels (Categories 1 and 2). OPP is also considering requiring
registrants to amend labels with RED-specified mitigation in advance of product
reregistration (Categories 3 and 4).

Preliminary information on the SWAT team approach indicates that each of the RD branches is
implementing the approach differently. In any event, the management atte ? aced on
product reregistration will ensure that product reregistration happens.i \@tn manner. As
the approach is further implemented, EPA will need to a ﬂ‘% %gﬂ %ﬁa lines are being
met, what the role for either division was, and 1:8@;@6 s\lmbg&g@c 5 completed in FY2007

to previous years. (o) (
ket ed OF
in GO arct™

C&idx 1691

3 Details of Reregistration Process Categories (Draft), provided to Abt Associates by Pete Caulkins,

SRRD, September 8, 2006
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8. Suggested Changes to Process Design and Other
Recommendations

Based on the findings and analysis presented in Chapters 3 through 7 of this report, this chapter
presents our recommendations for improving the product reregistration process. As
appropriate, we also present pros and cons for each recommendation.

8.1 RED Development

In August 2006, EPA completed the REDs for food-use pesticides as required by the Pesticide
Registration Improvement Act. At that time, EPA only had 54 REDs to complete (9 percent).
Thus, there are still opportunities to improve non-food-use REDs and to direct more attention to
post-RED activities. Based on the case studies discussed in Chapter 4, Abt Associates
identified the following issues or problems with REDs that contribute to delays in product
reregistration:

s REDs were often published before they are completed or before all outstanding issues
were properly addressed.

»  The documents represent a “snapshot in time” of the data avall EPA and
registrants often provide additional data that warrant am

= Some REDs did not represent rereg|strat|oe1 &B\Ul% or @J(@@E}fowsuons for
additional studies, such that prod%‘ not be effectively implemented

after the RED was %&b{jﬁ@(d \\led 0(\

= REDs sq(@d]ég\ r%qyfp@ eﬁﬁgl‘f\errors most of which were straightforward and easy
to address ‘LA'

s The label tabies often contained language that RD or PRB felt could be improved or that
was not consistent with labeling for other products.

»  Staff from the reregistration branches were often unavailable to assist with post-RED
issues.

s \When a case is transitioned to PRB, staff are often unfamiliar with the RED contents and
issues.

»  The implementation of REDs was often influenced by other issues, which may not have
been directly related to the RED itself (e.g., the cancer reclassification for captan, the
registrant's decision to discontinue dicofol, legal challenges, etc.).

With these findings in mind, Abt Associates provides the following recommendations regarding
RED development.

8.1.1 Improve Transition of Cases from Reregistration Branches to PRB

The transition of a chemical case from the SRRD reregistration branches to PRB could be
improved. One potential way to accomplish this would be to have a “hand-off’ meeting that
would be attended by the generic CRM, his/her branch chief, the PRB branch chief, and the
product CRM. This would be an opportunity for the reregistration branches to brief PRB on the
issues, particularly those that are outstanding, and improve the relationship and coordination
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within SRRD. This would address the concerns of PRB that reregistration branches do not
actively participate in many post-RED issues and also the concerns of the reregistration
branches that product reregistration lacks visibility. A meeting would also help delineate roles
and responsibilities, and signal a clear transition from one branch to another. Until this meeting
occurs, the chemical case would remain the responsibility of the reregistration branches and
help encourage them to address post-RED issues.

8.1.2 Require More Participation by RD in the Development of Label Tahles

Based on our conversations with both RD and SRRD (reregistration branches and PRB), we
believe that the development of the label table in the RED should be improved. This
recommendation is based on comments from the reregistration branches that they do not have
adequate expertise in labeling. Similarly, both the PRB Label Review Team and the RD PMs
noted that label tables often include language that is written in a way that is not suitable for a
label or that is inconsistent with other products containing the active ingredient. RD noted that
PMs are invited to attend the meetings, but RD does not generally play an active role in the
development of the label table. RD Branch Chiefs should ensure that PMs are invited to and
attend these meetings. The involvement of both the PM and the RD Team Leader in the RED
process will help ensure the quality and thoroughness of the label review as it relates to RED-
specified mitigation. In addition, RD should be required to review and approve label tables
before they are published to ensure consistency and appropriateness. that because of
our recommendation to eliminate label assessments within PR%&&M \%’ th.? development and
review of the label table would not be a role for PRB\ D\\le
aW
8.2 Implementatlon ({EBEB %be(afégdlﬁﬁlgatlon

Based on its rgy\b&Qaf\ E F((Té g)f Agreemenl (MOASs), pilot projects, and RD's SWAT team
approach, Abt cnﬁt entified the following issues or problems related to implementation
of RED-specified mitigation:

= Because of the length of the product reregistration process, as well as the delays that
often occur, the mitigation identified in the RED is often not implemented for several
years. This delay is particularly troublesome given that the universe of pesticides
products to be reregistered includes those that were registered prior to November 1,
1984,

» Even with regulatory action as a possible consequence of non-response, several
registrants did not submit amended propanil labels to include RED-specified mitigation.

v |n the case of phosmet, amended labels were not submitted in an expedited manner as
specified in the MOA.

With these findings in mind, Abt Associates provides the following recommendations regarding
the implementation of RED-specified mitigation.

8.2.1 Implement Mitigation in an Expedited Manner When Cost-Effective

With the goal of implementing RED-specified mitigation as soon as possible, OPP is considering
requiring registrants to amend product labels after a RED is signed to include the required
labeling changes. OPP is considering using this approach for all products because OPP
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believes that identifying a subset of products would not maintain a level playing field among the
registrants. By potentially adding an additional step into the product reregistration process,
OPP needs to consider the additional staff time and resources this would require. Not only
would OPP need to conduct an additional round of label review, but it would also need to track
responses and maintain communication with the registrant.

Although we understand EPA'’s rationale for applying this policy to the entire universe of end-
use products, OPP would have several options available to it if adequate staff and resources
were unavailable:

= |dentify subset based on risk characteristics based on the attributes of the product (e.g.,
market share, use patterns) or the level of mitigation required by the RED

= Select REDs that are likely to have issues that might delay product reregistration,
including related regulatory activities, etc.

Any rationale for differentiating policies would have to be defensible and be consistent with
applicable laws and regulations.

In addition, during the course of product reregistration, both RD and SRRD would be in contact
with the registrant. RD would request a label amended with RED-specified mitigation, whereas
SRRD would request ninety-day and eight-month responses OPP ve@d\need to ensure that
these efforts are consistent and coordinated to reduce co rt of the registrant.
Members of the regulated communlty pamcul I n@ﬁ r qeg— re likely to miss the
distinction between the two lelSlO{\ ocua \Zency level. Note that this issue
arose during the captanéeé gfa étﬁm e SRRD reregistration branch and PRB
were in contact u&{l} \h\e ta&dﬂé same time. Moving forward with the proposed
approach, ofp stabhsh better communication and coordination between the RD
PM and the sm&@ B CRM.

Alternatively, although it prolongs implementation of RED-specified mitigation, EPA could
require the amended label with the ninety-day response, but instead of holding onto it until the
product is ready for label review, PRB could immediately send the label to RD for review. This
assumes, however, that the DCI is sent out in a timely manner because RD is considering
having a PM send letters to the registrants independently of the DCI. As a benefit, issuing the
letters prior to the DCI may allow OPP to identify products that would be cancelled before it
goes to the effort of preparing and mailing a DCI.

8.2.2 Pursue Additional Regulatory Action When Warranted

As demonstrated in the cases of propanil and phosmet, several registrants did not submit
amended labels despite the consequence of regulatory action or the conditions of the MOA. To
ensure that mitigation is consistently implemented and that registrants are aware of the
implications of noncompliance, EPA needs to be prepared to pursue the “additional regulatory
action” to which it refers in its letters to the registrant. Without this aspect, the success of
implementing RED-specified mitigation is limited.
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8.2.3 Further Explore Self-Certified or Electronic Labels

As part of its approach to implement RED-specified mitigation sooner, EPA would require
registrants to submit a letter that certifies that the only changes that were made to the label
were those specified by the RED. Although this issue is outside the scope of this evaluation,
Abt Associates suggests that EPA consider requiring a registrant to identify and certify the
nature of label changes for all label amendments. This step would increase the transparency,
and also reduce the burden on the PM for identifying label changes that may or may not be
appropriate. Similarly, several staff noted that OPP has discussed but is not yet actively
pursuing an electronic labeling system that would allow EPA to compare label amendments
electronically (i.e., in @a manner similar to document comparison features in word-processing
programs). These two changes to program design would decrease label review burden
generally and provide RD with significantly more time to address other issues, including product
reregistration.

8.3 DCI Justifications and Preparation

Based on our findings in Chapter 5, Abt Associates identified the following issues or problems
associated with developing Data Call-in (DCI) justification packages and mailing out DCls that
contribute to delays in product reregistration:

v The format for the DCI justification package has be wcﬂeoﬁhmgs to be an issue.
Based on the direction provided by thegcl'% @N@ ivision (FEAD),
SRRD used a new streamllnet% r.th gaﬁﬂ: ation package but it also
supplemented the ten{@\aw a s@s@ﬂnt{%@amount of information.

" Rlsk gar\(én FiE&Ectﬁen do not provide the necessary information to create
the st MM gackage which requires PSB to spend a significant amount of time
collectWaddltlonat information.

= As with other parts of the product reregistration process, SRRD does not have the
adequate tracking systems available to them and has been forced to develop external
systems on an ad hoc basis.

With these findings in mind, Abt Associates provides the following recommendations regarding
the preparation of DCI justification packages and DCls generally.

8.3.1 Ensure that DCIs Are Prepared According to the Package Template

PSB should use the template for the DCI justification package to prepare the DCI package more
effectively and efficiently. While it is important to anticipate the needs and questions of OMB,
PSB should ensure that the DCI packages provide the essential information, not try to anticipate
all of the information that OMB could (but may never) require at a later time. In turn, the DCI
justification package template should be revised according to the comments and lessons
learned from OMB on an ongoing basis.

8.3.2 Modify Format of Supporting Data in Risk Assessments

The RAs should contain an up-front description of the data gaps and the rationale for new
studies so that PSB staff do not have to search for or re-create this information. As part of the
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description, the science divisions should include cost burden estimates for “special studies,”
since they are in the best position to project the requirements and costs of special studies. As a
next step, PSB and the science divisions should work together to identify what PSB routinely
needs from RAs or REDs in order to construct the DCI justification package, and then how that
information can best be presented and summarized going forward.

8.4 Streamlined Data Requirements

Based on EPA's analysis discussed in Section 6.2 of this report, Abt Associates expected to
make recommendations for streamlining acute toxicity or product chemistry data requirements
based on characteristics of end-use products. However, as described in that section of this
report, Abt Associates concluded that the analysis was not designed in a manner that yielded
results appropriate for this purpose. Without adequate data on which to base
recommendations, Abt Associates is unable to make recommendations for streamlined data
requirements. However, based on its research, Abt Associates provides the following
recommendations regarding the product-specific data requirements.

8.4.1 Conduct Additional Analyses to Determine Value of Product-Specific Data

In order to provide data to inform an approach for streamlined data requirements, OPP could
consider undertaking additional analyses that would be more informativeéx\nd detailed than the
one provided to support this evaluation. Such an analysis woul '\rpv andomly selecting
from the entire universe of products for which produr‘? |0n @é&ﬂ)mpleted or for which
labels had been amended. This analysis ot b ‘to sampling one product
from each RED. To increase the :wm&\‘ﬁ %3 Itgﬁw\ should identify mitigation resulting
from product-specific d@@\'\’& ore % ad'n nner and record these results in either
Microsoft Ex & SS éllltai‘e analysis. We also believe that a comparison of RED-
specified m|t§§8n tpAhét arranted by product-specific data would be informative.

8.4.2 Leverage Related Efforts for Process Improvements

In June 2006, the Pesticide Program Dialogue Committee (PPDC) PRIA Process Improvement
Workgroup met to discuss issues with product chemistry studies.** The workgroup was formed
in reaction to a provision in PRIA on process improvement. The workgroup includes members
from EPA and industry, including the director of the Registration Division. Both EPA and
registrants have noted that product chemistry studies are often provided as the rationale for
extending decisions on registration actions under PRIA. Staff from SRRD participated in the
workgroup discussion of product chemistry. Given the common interest in product chemistry
studies, Abt Associates recommends that SRRD maintain its participation is these discussions
and take full advantage of any procedures, guidance, or calculations that result from this related
improvement process. This is also an opportunity for RD and SRRD management to leverage
ideas and approaches that are applicable to product reregistration.

8.4.3 Expand Batching Approaches to Reduce Number of Requested Studies

For the case of 2,4-D, EPA worked with the Industry Task Force to identify storage stability
studies and to further batch acute toxicity data based on existing studies. For this approach to

“ http:/iwww.epa.govioppfead1/cb/ppdc/prialjune06/june06-minutes. pdf
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succeed, all (or almost all) registrants need to be involved. In addition, the number of 2,4-D
products also justified the approach.

Due to the unwieldy amount of data received from the Task Force, OPP has decided that future
efforts to reduce acute toxicity data requirements will not consider existing data during the
batching process. Rather, PRB will provide the Task Force with the batching and allow them to
identify acute data that support product batches, after which PRB will evaluate the data for
acceptability. The acute toxicity profile and MRIDs for the studies available to support each
batch will be identified in the final batching document. EPA should explore ways to engage the
registrants early on in the batching process, perhaps by identifying windows of opportunity in the
public participation process. This may help to address batching issues in a timelier manner.

EPA is currently considering ways in which preduct-specific acute toxicity and product chemistry
data requirements could be further batched or streamlined for other cases, including PBO
(1,704 products), pyrethrins (1,490 products), MGK-264 (706 products), and permethrin (1,185
products).

8.4.4 Encourage Use of Self-Certified Product Chemistry Data

In 1998 OPP issued Pesticide Registration (PR) Notice 98-1, Notice to Manufacturers,

Producers, Formulators, and Registrants of Pesticide Products, which allows a “self-

certification” program for certain product chemistry data for manu%ct }hse products and

end-use products. Applicants are allowed to submit g pﬁéj sumg@(y 7lof the products
m

physical and chemical properties, but are égé uir {J) the studies upon which
the summary is based. Registran aﬁﬁé if requested by OPP. Based on our

conversations with OPP @i(\'ﬁ@&l aQe advantage of this option for the purposes of
product rereﬁ(écér“\l would likely request the supporting studies, particularly
for storage s

&&3 {bué— e beneﬂt of this policy to registrants is not clear because they still
need to compl he studies, prepare a summary (that imposes additional burden), and then
respond to OPP inquiries. As such, this attempt at streamlining data requirements and
submissions does not appear to be an effective one, and EPA should consider if it can provide
an incentive for registrants to submit self-certified data or provide guidance that would yield
storage stability studies that would not require OPP review.

8.5 Registrant Responses

One of the sources of delay in the product reregistration process is the registrant responses,
which require a lot of time for the registrants to prepare and submit, as well as for EPA to
receive, track, review, and respond to (if required). During the course of its reregistration
program, EPA has initiated several efforts to increase the quality of data it receives from
registrants. To ensure that registrants submit responses in a timely manner, or perhaps
encourage registrants to submit responses more quickly than required, Abt Associates provides
the following recommendations.

8.5.1 Create Incentives for Registrants to Provide Expedited Responses

As appropriate and permissible under applicable laws and regulations, EPA should consider if it
could create incentives for registrants to submit data early or signal their intent to cancel a
product. One potential approach would be to reduce registration maintenance fees or allow
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additional flexibility. EPA would need to consider if these approaches would provide an
adequate benefit to OPP relative to the cost (either in dollars or effort). This recommendation is
based on the finding that registrants are often unwilling to voluntarily provide data and amend
labels. This finding runs counter to the situation in RD where registrants want OPP to process
registrations as soon as possible and registrants willingly submit information in a timely manner.

8.56.2 Establish Procedures and Pursue Suspensions

Recently, OPP has not initiated suspensions of product registrations because the procedures
are under review. OPP also noted that suspensions require a significant amount of paperwork
such that EPA often enters into negotiations instead. It is also difficult to lift a suspension.
Because registrants lack an incentive for product reregistration to occur, as they often lose uses
or must add additional mitigation to the label, EPA must make an aggressive effort to receive
registrant responses. EPA is currently reviewing its procedures and signature authority for
suspensions, and should consider suspending registrations of products for which the registrant
is not submitting the required information. Despite the effort, this practice will send a clear
message to the regulated community.

8.5.3 Retain Data Review Functions within PRB

Until 1989, product reregistration was the responsibility of the Reglstratlon Division. SRRD, and

PRB specifically, was created specifically to address rereglstratlongnegﬂ it was not a priority

within RD. Some have suggested that given the S|m|Iant Wo programs that
Associates suggests in

product reregistration should again be the p ‘d@z‘f 3
scontinued, we believe that

the next section that the label ass ﬁ @t
requesting, managing, a Q‘(@Xn § @dl@ﬂ)mlssmns should remain the responsibility of

PRB and be ﬁt @a\{bn I ra&cf m registration. If these functions were moved to RD,
they could be wh me&égned with the competing priorities of registration. We believe there
is a significant Mﬂt to having dedicated product reregistration reviewers in PRB.

8.6 Label Reviews and the Role of the Registration Division

Based on our findings in Chapter 7, Abt Associates identified the following issues or problems
associated with label reviews and assessments that contribute to delays in product
reregistration:

s The label assessments are used by some of the registration branches, whereas others
do not even consult the documents. Some product mangers commented that PRB
information was out of date or inconsistent with related products containing that active
ingredient.

» The goal of the PRB label assessment was to consistently implement product
reregistration on product labels, but the consistency goal was subsumed by a broader
effort for labeling consistency (e.g., Label Review Manual).

= The ziram pilot project did not provide enough information from which to draw
conclusions.

»  The procedures for the transition between SRRD PRB and RD have helped to
streamline the package.

8-7
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=  SRRD and RD staffs generally do not communicate with each other and are generally
unaware of the issues and procedures in either division.

With these findings in mind, Abt Associates provides the following recommendations regarding
label reviews and the role of RD.

8.6.1 Discontinue Label Assessments within SRRD

While an effort was made to clearly divide roles and responsibilities between RD and SRRD, the
preliminary label assessments and label reviews remain duplicative. As such, we recommend
that that label review responsibility should reside within RD. This recommendation is based in
large part on the finding that many PMs do not consult the preliminary label assessments
because they are outdated (i.e., based on an outdated version of the label) or because the PMs
regard them as unreliable or incomplete. Given their product-specific knowledge and familiarity
with the label review process, PMs are arguably the best-qualified individuals to conduct the
label reviews. While a label assessment in SRRD and a full label review in RD ensures that at
least two individuals have reviewed the label, we believe that the efforts are redundant. In
addition, PRB sometimes defers to RD on labeling decisions anyway (e.g., restricted-use
pesticide classifications). Note that this recommendation does not preclude the participation of
SRRD staff in the SWAT team approach developed by RD management.

8.6.2 Improve Transition of Cases from SRRD to RD EP A

Better communication and collaboration are neecﬁd\@héﬁ%%@d&% the final review
packages to RD. Currently, many C 6@%9 %@Mpackages to PMs without notifying
I

them beforehand or clearly SW
PMs have "hand-%;f

discussed. [HES
manage thelr‘qul

% ssues. We recommend that CRMs and
,?a s‘,‘i\h\lz 0 any unresolved issues can be flagged and
% Qﬁh nd-off meetings will also help PMs to better predict and

8.7 Management, Resources, and Staffing

Abt Associates drew the following conclusions regarding management, resources, and staffing:

= The resource allocation has remained relatively stable and SRRD expects that will
continue.

= The backlog of product reregistration actions to be completed increased after the
completion of the food-use REDs in August 2006.

»  Recent management attention has raised the visibility of product reregistration in both
RD and SRRD.

= The SWAT team approach developed by RD management is a promising approach to
accomplishing product reregistration.

With these findings in mind, Abt Associates provides the following recommendations regarding
management, resources, and staffing.
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8.7.1 Reevaluate Allocation of SRRD Resources

Despite the number of products yet to be completed, particularly following the completion of the
food-use REDs in August 20086, Abt Associates believes OPP should reconsider its allocation of
resources in FY2007 and in the future. In its FY2007 reregistration work plan, SRRD allocates
eight percent of its resource allocation to product reregistration. The eight percent FTE
allocation is roughly equivalent to past staffing levels and SRRD expects the staffing level to
remain fairly constant in the short term. Funds are allocated to product reregistration at roughly
the same level through FY 2013. EPA has predicted that it will complete product reregistration
in 2012,

Based on the data presented in Chapter 3, we considered the work that SRRD has yet to
complete with respect to product reregistration. In FY2006, EPA completed 545 actions, with
11,948 actions pending. Several active ingredients represent a large number of products: PBO
(1,704 products), pyrethrins (1,490 products), MGK-264 (706 products), and permethrin (1,185
products). For purposes of the following calculation, these active ingredients were removed
because we expect that EPA will develop unique approaches for these cases such that they
may not follow the traditional reregistration process. Thus, we expect that approximately 6,903
actions remain exclusive of these chemical cases. We are working on the assumption that EPA
completes 545 actions for FY2007 and beyond, based on stable resource allocation and the
potential increased burden that would be associated with implementing RE -specified
mitigation in advance of product reregistration. When conswlermg 9(@ ucts and
completing 545 actions per year, we predict that produ @ tlo "hot be completed for
more than twelve years, or the end of FY201 \r@a)e X ye t an EPA’s current

prediction, and five years longer tha{té has budgeted. We understand
that this calculation is rou h e FTE resources dedicated to the four
major active in Y"(@ % owever glven this workload and the necessity to
complete prod reregétf ina tlmely manner, EPA needs to reconsider its resource

allocation.
8.7.2 Maintain Emphasis on Product Reregistration

The attention and emphasis placed on product reregistration by both SRRD and RD
management have been critical to the recent improvements. It is important that this emphasis
and attention be maintained, particularly as the office has competing priorities (e.qg., registration
review). In addition, OPP should use all opportunities to elevate issues related to product
reregistration to OPP upper management, particularly when it comes to issues of staffing,
resources, and policy concerns. Because SRRD and RD both share responsibility for product
reregistration, upper management can help align the divisions and establish priorities. This
continued emphasis on product reregistration is also important in the event that senior
management in either division changes before product reregistration is completed.

8.7.3 Pursue SWAT Teams and Other Strategies to Reduce Backlog

As discussed in Chapter 7, the SWAT team approach developed by RD management is a
promising avenue to reduce the product reregistration backlog. After reviewing the materials,
Abt Associates believes that the SWAT team approach will be particularly effective at
addressing products within Categories | and 2 because the approach requires action by both the
PM and the registrant. The changes in process design that correspond to products in
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Categories 3 and 4 are more dramatic and longer term. Moving forward, OPP should be
mindful of the workload that corresponds to the SWAT team approach, the follow-up required,
and the coordination between and roles of SRRD and RD.

Over the long-term, OPP should consider alternative strategies to reduce the product
reregistration backlog over the next several years, including a performance-based contract for
short-term staff support to assist EPA in the completion of product reregistration actions. The
disadvantage of such an approach is that product reregistration requires a lot of internal
communication and relies on institutional knowledge. However, some RD staff noted that newer
staff or Senior Environmental Employment (SEE) employees are often assigned and
successfully complete product reregistration tasks.

8.7.4 Obtain Support for DCI Preparation

The SRRD Program Support Branch (PSB) needs a senior scientist or senior science writer on
staff. Although FEAD is a policy-criented, not science-oriented group, PSB is relying on FEAD
expertise in this area to assist in the development of the DCI justification package. This new
hire would not only relieve FEAD's time commitment, but would also help expedite the
development of the DCI justification package and provide needed scientific expertise.
Alternatively, SRRD could shift existing staff to provide additional support in this area,
particularly given the number of FY2006 decisions that will require DCls in the short-term.

J.EPP

NeYS‘ oy 2OV
Based on its research, Abt Associates believ C&\'nm qﬂpﬁggardmg product

8.8 Communication

reregistration could be lmproved b I\@(e r§ y. Elsewhere in this report, we
note that the rereglstrat QS%R\ are unclear on each other’s roles. In
addition, PRB rgé]lg arated from the rest of SRRD and the new office space

seems to have %g d @én .L e communication. There are, however, opportunities for additional
improvements by'way of trainings, meetings, and brownbag presentations.

With respect to external communication, product reregistration is not mentioned in many OPP
reports, such as the office’s annual report.** In a recent addition to the EPA Pesticides Web
page, “Pesticide Reregistration Facts,”*® EPA highlighted and acknowledged product
reregistration in its summary of the pesticide reregistration process and status. This discussion
does not mention product-specific data and leads the reader to assume that product
reregistration is a check to confirm that RED-specified mitigation appears on a label. It also
notes that EPA “plans to complete the last product reregistration decisions several years after
the last REDs are signed.” In contrast, there was very little (if any) discussion on the EPA
Pesticides Web page previously, and this information was included only within the REDs and
Federal Register notices. Abt Associates believes that EPA could increase the transparency of
the program by explicitly mentioning and addressing product reregistration. For example, to be
more explicit and help the regulated community plan better, EPA could add reference to
pesticide product reregistration in the “Status of Pesticide Reregistration” Web page along with
schedules for REDs and registration review.

45 http://www.epa.qov/oppfead1/annual/2005/05annualrpt.pdf

www.epa.govloppsrrd1lreregrstrahon/rereg|strat|on_facts htm
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8.9 Performance Management

Based on the measures reported under the Government Performance and Results Act (GPRA),
Abt Associates believes there are opportunities to make these measures more meaningful for
both internal and external stakeholders. Similarly, to address competing priorities within RD, we
suggest that OPP incorporate individual performance goals for product reregistration.

8.9.1 Improve Performance Measures and Strategic Targets

As discussed in Section 1.4 of this report, for purposes of GPRA, EPA reports on the number of
product reregistration actions completed. However, this type of output measure is not
informative because it does not provide a measure of progress relative to the entire universe.
Abt Associates recommends that OPP revise this performance measure to use a percentage,
which would be more informative. We understand that the universe of pesticide products
subject to reregistration is constantly in flux; however, a percentage measure might be more
informative for internal purposes. In addition, Abt Associates would suggest that EPA examine
its targets for the number of pesticide reregistration actions. Although the targets have
increased annually, the targets might not be realistic or ambitious enough to ensure completion
of product reregistration within EPA’s desired timeframe.

8.9.2 Incorporate Product Reregistration into PARS

he most effective, RD should place a continued emp @Nﬁ t rex ration. Currently,
PMs have to manage their work based o
reregistration. Until recently, hov&/eﬁoﬁ%’
product reregistration; f &@\?é\kgconcrete job performance goals related to
registration but@\’t 6@";911 tion. To ensure that RD accomplishes product
registration in an Jé)n ilmeiy manner going forward, RD management should include
product reregistration-specific goals in each staff member's Performance Appraisal and
Recognition System (PARS). In turn, management should periodically review each PM's
workload to make sure that workload is manageable and appropriately distributed among
individuals.

P\
In order for the SWAT team approach and other product rereié‘gg s improvements to

ﬁ“ pestlc:lde registration and
ma gﬁm as not placed a high priority on

8.10 Information Management

Abt Associates drew the following conclusions regarding information management with respect
to product reregistration:

» Even though OPPIN was intended to be an integrated system, it has failed to meet the
tracking needs of different components of the product reregistration process.

» Many staff have created one-off tracking systems in order to get their jobs done, making
reliable status updates very difficult to retrieve.

» The current approach to information management not only contributes to inefficient and
inadequate tracking, but also potentially makes EPA vulnerable.

» Information management is an issue in each of the product reregistration sub-processes.

8-11
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With these findings in mind, Abt Associates provides the following recommendations regarding
information management.

8.10.1 Continue to Prioritize an Integrated Tracking System

SRRD should continue to prioritize the development of an integrated tracking system that
manages all of the data and information related to the DCI process. For example, the fact that
the current tracking system does not adequately track the status of submitted studies and
confirmatory data from registrants is a potential liability to EPA.

Assuming that PRISM is the predecessor of OPPIN, SRRD should ensure that PRISM has the
necessary data fields and functionality for tracking all components of the DCI process because
future programs (e.g., registration review) will use OPP’s DCI authority. As an alternative to
PRISM, it may be more practical and cost effective to develop a relatively simple tracking
system in Access that staff can use for DCl-related tracking. This Access database would track,
at a minimum, the following elements of the DCI process: (1) the submission and approval
dates of the DCI justification by EPA (FEAD and RCS), (2) submission to and approval by OMB,
(3) the outcome of the ninety-day response period whereby registrants specify their intent to
comply, seek a waiver, or cancel their product, and (4) the status of submitted studies over the
eight month response period. (ltem #4, for example, would negate the need for the current
“charts and tables” document that is maintained in Word for each PDCI.) Addmonaliy, in
developing the DCI tracking system, OPP should consult other EPA offi ea@ Office of
Pollution Prevention and Toxics) that issue DCls to determln ghgﬂ \i %eﬁems they use, if
any, and share lessons learned. g\(}a\ \} 3()

B\O\O anua!
Ideally, OPP would already h @(a@g a Q@ centralized database that would track
all remaining aspec c&tkﬁ rég ss leen that product reregistration is a finite
Q[ﬁ% ng 201 2), it may not be an effective use of OPP's time and

process (antlmpa mg‘
resources to build 4§Ophisticated system such as PRISM for the purposes of product

reregistration. Depending on how far along PRISM is in its development phase, we recommend
that OPP revisit its tracking needs to determine whether the potential benefits of PRISM will
outweigh the negatives (e.g., cost, staff time, limited lifespan), and whether the work already
done on PRISM can be transferred towards the creation of a simple, effective Access database.
Although the utility of PRISM from strictly a product reregistration standpoint is questionable,
PRISM will presumably benefit SRRD’s upcoming registration review, which will continue past
the complete of product reregistration. The development of any tracking system (whether it be
PRISM or an Access database) should involve all relevant staff. CRMs, FEAD, management,
and PSB (among others) all have different needs for tracking, and in turn, all groups need the
opportunity to provide input on the final system. Since all OPP staff may not be familiar with
Access, the database should be created with a user-friendly interface that makes data entry and
analysis straightforward.

8.10.2 Maintain Web Site as a Repository of Reregistration Decisions

Both SRRD and RD staff rely on the OPP web site (www.epa.gov/pesticides) as a historical
repository of reregistration documentation, including risk assessments, the RED and associated
amendments, label tables, and other Federal Register notices. This reliance on the web site is
an issue because OPP does not use a docket system for reregistration, nor does OPP publish
REDs in hard copy anymore. Because several staff noted that amendments are not often

8-12



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 80 of 291

posted in a timely manner, it is essential that OPP remain attentive to its web site. This type of
information is not available in OPPIN, but might be available in the Jacket. The Jackets,
however, are not yet available electronically. These records will be critical for registration
review.

PA
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Appendix A Interview Guide

The following interview guide was used for each of the interviews with OPP staff, including
introductions, general questions, issue-specific questions, and conclusions. As appropriate, we
also asked questions that arose during the course of the meeting or that related to comments
made by the interviewer.

Introductions
"Good morning. | am (introduce self).

This interview is being conducted to get your input about the implementation of the product
reregistration program that you have been conducting/involved in. | am especially interested in
any problems you have faced or are aware of and recommendations you have."

"If it is okay with you, | will be tape recording our conversation. The purpose of this is so that |
can get all the details but at the same time be able to carry on an attentive conversation with
you. | assure you that all your comments will remain confidential. | will be compiling a report that
will contain a synthesis of all staff comments without any reference to individuals. If you agree to
this interview and the tape recording, please sign this consent form."

"I'd like to start by having you briefly describe your responsibilities and mvol ement thus far with
the product reregistration." (Note to interviewer: You may need to Xsﬁj her the
information you need, including length of time md:wduakg"\q@@ in 12@ gram).

Ca (\j
General Questions e( fof ) ed on 3‘&“

“I'm now going to qﬂ\s@rﬁe sa(ﬁﬁg\t\lat I w0u|d like you to answer to the best of your
ability. If you dOGS‘ n At{t@,@g's er, please say so.”

= |nyour opNQn what are the biggest challenges faced by product reregistration? How
do these challenges influence your role in the process?

» What do you think are the main factors the influence the length of time that product
reregistration takes? Which parts of the program are affected?

= How has the program changed over the time you have been here?

»  Given your role, what would help you do your job better with respect to product
reregistration?

= Which parts of product reregistration do you find the most time consuming? What are
your suggestions for streamlining these portions?

* |n what ways do you think product reregistration could be improved?

»  What do you estimate would be a reasonable amount of time for reregistering a specific
product after the RED is signed?

Problems in REDs

* We have been told that the RED for caused delays in product
reregistration. Do you agree with this assessment?

= What characteristics of the RED resulted in issues? For example, were parts incomplete,
incorrect?
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If appropriate, in what ways was the RED incomplete? Incorrect?
Did the RED contain any contradictory language?

Were there any circumstances after the publishing of the RED that delayed product
reregistration, for example, data made available, a risk assessment revised?

How did these factors impact product reregistration? Were all products affected?

Why do you think that this RED had these issues?

Is this a high-profile case or of particular interest to the registrant or an environmental
group?

How did you address each of the issues with the RED?

Who was responsible? What is the estimate of increased burden?

What was the impact to the registrant?

Are there ways that the problems with the RED could have been avoided or decreased?
What needs to change to eliminate the problem?

How could these changes be accomplished?

Have you had (or heard of) similar experiences with other REDs? If so, which ones?
How often?

When does this occur (close to a statutory deadline, etc.)?

Implementation of RED-specified Mitigation EP A

How/why were the cases selected for MOAs? \ %%AQ&Q{Z been signed
n s

regarding product reregistration? %
How quickly did mltlgatl‘o&ép n t gm}ﬂ&?]abel?

Please chq\éﬁeﬂz |§ u‘mgeim\wlth the registrant.

What a tlonal'y_Arl'Aﬁ? this approach require? Can you estimate the additional time?
How do E enwronmentai groups, and the registrant perceive the case?

In addition to the MOA, what other factors may be unique to this active ingredient?

How did this MOA compare to others on which you have worked or about which you
have heard?

How or do you think that this approach could be modified to streamline product
reregistration generally?

What type of products (cases) may lend themselves to such an approach?

Propanil Pilot

Why were the pilot cases selected?
How did you approach the registrant? What was his/her reaction?
What are the legal issues? How are they being overcome?

Please describe the approach for categorizing products and the rationale for the
approach?

To which categories will EPA apply this option?

How will these products be considered for product reregistration? Is there any benefit to
the registrant for implementing mitigation on the label sooner?



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 83 of 291

* What is the estimated burden to EPA for this pilot? For the approach generally? What
about to the registrant?

* What is the estimate for developing the option? The time required for registrants to
respond? To complete the process?

2,4-D Batching
»  Who initiated the batching alternative — EPA or the registrants?
* What role did EPA play in the alternative?

*  What characteristics of 2,4-D made this alternative appropriate (number of products,
etc.)?

* What documentation exists on this case?
= What was required of the registrants collectively?
» How were legal concerns or CBI issues addressed?

» How do registrants view the alternative? Would they characterize it as a positive
experience?

» \What is the estimated burden savings to EPA or the registrants?
» \What are the biggest obstacles to implementing this alternative for other cases?

» |n what circumstances would it be appropriate in order to result in the most burden
savings? 2% A

: . ) D\\'G(S\WO 200
abel Reviews _0\09\03 ary 3V,
*  What is the division of Ia? k e%h S%R@(aw with respect to label reviews?
+ How do SRR} w@@%%p{ogm‘m\é’%sk?
*  What is@g%v age&ﬁ% a label review takes? Is there a range?

=  Knowing E&QRD stamps the label, what resources are available to RD that might not be
available to SRRD as they review the label?

»  How useful is the information provided by SRRD?
»  What do SRRD and RD look for in the label tables? Could these reviews be reconciled?

Ziram Pilot Project
»  Why was the pilot case selected? Were all the ziram products completed or just one?
»  What information was given to both divisions? Were they aware that is was for a pilot?

* In your opinion, was this label review treated differently than the average case?

»  What differences appeared on each label? How significant are they?

* As an individual, are you comfortable with this streamlining option? Why or why not?
* Do you think this option is a valid approach to streamline reregistration?

* How long did the review take? Is that a typical amount of time?

Relationship between SRRD and RD
» How different are the cultures within the two divisions?

»  How is workload and communication coordinated?
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«  What procedures exist to govern product reregistration?

» What are the priorities for either division? Are they in conflict?

» In what ways could SRRD work hetter with RD? Vice versa?

» How effective is the SOP for handoff to RD? Pros/Cons?

s What RD resources are available to SRRD - are they coordinated/consistent?

DCI Preparation and OMB Approval Process
»* How much time does it take to prepare the DCI? Receive approval?
v Do data exist to support this conclusion?

v Historically, how many DClIs (and DCI packages) are prepared annually? How many
active ingredients? Products?

»  What issues arise to slow the process?

»  What are the issues with OMB? What efforts have been undertaken to address them?
= What tracking issues arise in this part of the product reregistration process?

» In what ways could this part of the process be streamlined?

* To what extent is OPP constrained by OMB in this part of the process?

»  How effective are the SOPs in establishing roles and responsibilities for both EPA and
omMmB?

»*  When were the SOPs written and how current are they? \. E P\
»  Are there any parts of the process that are. nqév@é \)l% PQ@Qt should be?
G\l

of B\O\Og yanu
Information Management e(\‘e " ed on
* On seve (,iak‘b c&’ﬁ?ﬁented on the lack of infrastructure to manage
rereglstr on d aA improvements have been made over the past 10-15 years

generally’?N‘gr products specifically?

»  What tracking systems exist for product reregistration?

= Are there shortcomings in the way SRRD tracks product reregistration?

»  \What are the obstacles to improving this?

»  Which data management needs are most important?

»  What is the history of requests to improve tracking?

= How is tracking handled in the registration division?

= What is the functionality of OPPIN for product reregistration versus Als?

» What changes are planned for OPPIN? Will they impact product reregistration?

»  On what occasions are data pulls needed? How labor intensive is the process?

»  Who needs access to the information?

» What tracking systems are maintained internally? How functional are they? How could it
be improved

» \What other information management tools have been developed? For what purpose?
How could they be improved?
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Management/Budget

= How have you seen priorities change within OPP and within the product reregistration
program generally over time? How has funding for both OPP and product reregistration
changed over time?

*  From your perspective, how is product reregistration viewed within OPP? Within the
Agency? By the registrants? Environmental and public health groups?

»  How and to what extent does political pressure or media attention affect product
reregistration?

= Which types of products receive increased scrutiny? Why?

v Are there aspects of product reregistration that receive less attention?

»  What types of project planning exercises are completed for product reregistration (e.g., a
work plan)? Is there a forecast for completing product reregistration?

Conclusion
= |s there anything else today that | have not directly asked that you think is important for
us to consider in our evaluation?
v |s there anyone else that you think we should talk to about these or other issues?

Thank you for your time. We appreciate your thoughts and experiences \51 roduct
reregistration. Over the coming weeks, we will be complllng res‘g& ne essary, would it
be possible to contact you, if needed, for additional mfcir %{%m

et 10124 on
cen nwe
\\ a(C
cited l69ﬂ
1A

No-
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Appendix B

Peter Caulkins
Pat Dobak
Venus Eagle
Keenan Garvey
Richard Gebken
Cynthia Giles-Parker
Mike Goodis
Katie Hall

John Hebert
Mika Hunter
Marion Johnson
Karen Jones
Dan Kenny
George LaRocca
Meredith Laws
Susan Lewis
Marianne Lewis
Joanne Miller
Tom Myers

Gary Mullins
Cathryn O'Connell
Mark Perry
Maria Piansay
Linda Propst
Margaret Rice

Larry Schnaubelt C\xe

Kelly Sherman
Cameo Smoot
Jim Tompkins
Mary Waller

Individuals Interviewed or Consulted

OPP Special Review and Reregistration Division

OPP Special Review and Reregistration Division

OPP Registration Division, Insecticide-Rodenticide Branch (on detail from SRRD)

OPP Special Review and Reregistration Division

OPP Registration Division, Insecticide Branch

OPP Registration Division, Fungicide Branch

OPP Special Review and Reregistration Division, Reregistration Branch 3

OPP Special Review and Reregistration Division, Reregistration Branch

OPP Registration Division, Insecticide-Rodenticide Branch

OPP Biopesticides and Pollution Prevention Division

OPP Registration Division, Insecticide Branch

OPP Special Review and Reregistration Division, Product Reregistration Branch

OPP Registration Division, Herbicide Branch

OPP Registration Division, Insecticide Branch

OPP Registration Division, Insecticide-Rodenticide Branch

OPP Special Review and Reregistration Division, Reregistration Branch 1

OPP Special Review and Reregistration Division, Product Reregistration Branch

OPP Registration Division, Herbicide Branch

OPP Special Review and Reregistration Division, Reregistranon Branch 2

OPP Special Review and Reregistration Dlwsmn Prog pport Branch

OPP Special Review and Reregistration D Lé( on Branch 2

OPP Special Review and Reregi §|&t®\ sson eregistration Branch

OPP Special Rev:ew é triﬁa‘ {@dion, roduct Reregistration Branch

OPP Specﬂé@ ivision, Product Reregistration Branch
ev ﬁe%}eglstranon Division, Reregistration Branch 2

8I5€\ S T{R"av%w and Reregistration Division, Product Reregistration Branch

Semal Review and Reregistration Division, Reregistration Branch 2

NOOPP Field and External Affairs Division

OPP Registration Division, Herbicide Branch
OPP Registration Division, Fungicide Branch
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United States Prevention, Peslicides EPA 738-R-98-016
Environmental Protection And Toxic Substances December 1998
Agency (7608C)

SEPA Reregistration
Eligibility Decision (RED)

1,3-Dichloropropene
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0 g
S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N/, WASHINGTON, D.C. 20460

4”4( pno“"’é\
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
CERTIFIED MAIL

Dear Registrant;

1 am pleased to announce that the Environmental Protection Agency has completed its
reregistration eligibility review and decisions on the pesticide chemi al@% 0328] which inciudes
the active ingredient 1,3-Dichloropropene (or trade name ’@(lgﬁeﬂ dliosed Reregistration
Eligibility Decision (RED), which was appu‘ ecé\ temb 1 3BO1998, “contains the Agency's
evaluation of the data base of th:s 1@1@\@ \iglyamé% he potentlal human heatth and
environmental risks of t its decisions and conditions under which
these uses antm vm ﬂg&‘g"‘g‘l 1eleg:st1at10n The RED includes the data and labeling
requirements for produdts 1cteglst1at10n It also includes requirements for additional data
{generic) on the&%&we ingredient to confirm the risk assessments.

To assist you with a proper response, read the enclosed document entitled "Summary of
Instructions for Responding to the RED.” This summary also refers to other enclosed documents
which include further instructions, You must foilow all instructions and submit complete and
timely responses. The first set of required responses is due 90 days from the receipt of this
letter. The second set of required responses is due 8 months fiom the date of this letter,
Complete and timely responses will avoid the Agency taking the enforcement action of suspension
against your products.

Please note that the Food Quality Protection Act of 1996 (FQPA) became effective on
August 3, 1996, amending portions of both the pesticide law (FIFRA) and the food and drug law
(FFDCA). This RED takes into account, to the extent currently possibie, the new safety standard
set by FQPA for establishing and reassessing tolerances, However, it should be noted that in
continuing to make reregistration determinations during the early stages of FQPA implementation,
EPA recognizes that it will be necessary to make decisions relating to FQPA before the
implementation process is complete. In making these early case-by-case decisions, EPA does not
intend to set broad precedents for the application of FQPA. Rather, these early determinations
will be made on a case-by-case basis and will not bind EPA as it proceeds with further policy
development and any rulemaking that may be required.
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If EPA determines, as a result of this later implementation process, that any of the
determinations described in this RED are no longer appropriate, the Agency will pursue whatever
action may be appropriate, including but not limited to reconsideration of any portion of this
RED.

If you have questions on the produet specific data requirements or wish to meet with
the Agency, please contact the Special Review and Reregistration Division representative
Karen Jones (703) 308-8047. Address any questions on tequired generic data to the Special
Review and Reregistration Division representative, Lisa Nisenson (703) 308-8031.

Sincerely,

Lois A. Rossi, Director
Special Review and
Reregistration Division
Enclosures
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SUMMARY OF INSTRUCTIONS FOR RESPONDING TO
THE REREGISTRATION ELIGIBILITY DECISION (RED)

1. DATA CALL-IN (DCI) OR "90-DAY RESPONSE"--If generic data are required for
reregistration, a DCI letter will be enclosed describing such data. If product specific data are
required, a DC1 letter will be enclosed listing such requirements. if both generic and product
specific data are required, a combined Generic and Product Specific DCI letter will be enclosed
describing such data. However, if you are an end-use product registrant only and have been
granted a generic data exemption (GDE) by EPA, you are being sent only the product specific
response forms (2 forms), the RED Fact Sheet, and the Acute Toxicity Batching Tables,
Registrants responsible for generic data are being sent response forms for both generic and
product specific data requirements (4 forms). You must submit the appropriate response
forms (following the instructions provided) within 90 days of the receipt of this RED/DCI
letter; otherwise, your product may be suspended,

2. TIME EXTENSIONS AND DATA WAIVER REQUESTS--No time extension requests
will be granted for the 90-day response. Time extension requests may be submitted onty with
respect to actual data submissions. Requests for time extensions for product specific data should
be submitted in the 90-day response. Requests for data waivers must be submitted as part of the
90-day response. All data waiver and time extension requests must be dCC mpanied by a full
justification. All waivers and time extensions must be granted {IQ})/—E rder to go into cffect,
yers\®
3. APPLICATION FOR REREGISTRA.TIEXE@I@\S MQl%ﬁ{ %ESPONSE”--You must
submit the following items for eaﬁlj(p@éﬁ% égt\hﬁﬁg\é‘ht months of the date of this letter
(RED issuance date) Ce(\ C\—\\\[ e

\
C\\e }_@{97 s
_mgﬁéhénbf’ eregistration (EPA Form 8570-1). Use only an original application
form. Mark it "Application for Reregistration." Send your Application for Reregistration (along
with the other forins listed in b-e below) to the address listed in iten 5,

b. Five copies of draft labeling which complies with the RED and current regulations
and requirements. Only make labeling changes which are required by the RED and current
regulations (40 CFR 156.10) and policies. Submit any other amendiments (such as formulation
changes, or labeling changes not related to reregistration) separately. You may, but are not
required to, delete uses which the RED says are ineligible for reregistration. For further labeling
guidance, refer to the labeling section of the EPA publication "General Information on Applying
for Registration in the U.S., Second Edition, August 1992" (available from the National Technical
Information Setvice, publication #PB92-221811; telephone number 703-487-4650).

¢. Generic or Product Specific Data. Submit all data in a format which complies with
PR Notice 86-5, and/or submit citations of data already submitied and give the EPA identifier
(MRID) numbers. Before citing these studies, you must make sure that they meet the
Agency's acceptance criteria (attached to the DCI).
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d. Two copies of the Confidential Statement of Formula (CSF} for each basic and
each alternate formulation. The labeling and CSF which you submit for each product must
comply with P.R. Notice 91-2 by declaring the active ingredient as the nominal concentration,
You have two options for submitting a CSF: (1) accept the standard certified limits (see 40 CFR
§158.175) or (2) provide certified limits that are supported by the analysis of five batches. If you
choose the second option, you must submit or cite the data for the five batches along with a
certification statement as described in 40 CFR §158.175(e). A copy of the C8F is enclosed;
follow the instructions on its back.

e. Certification With Respect to Data Compensation Reguirements. Complete and
sign EPA form 8570-31 for each product.

4, COMMENTS IN RESPONSE TO FEDERAL REGISTER NOTICE--Comments
pertaining to the content of the RED may be submitted to the address shown in the Federal
Register Notice which announces the availability of this RED.

5. WHERE TO SEND PRODUCT SPECIFIC DCI RESPONSES (90-DAY) AND
APPLICATIONS FOR REREGISTRATION (8-MONTH RESPONSES)

By U.S. Mail:
PA

Document Processing Desk (RED- SRRD—PI%NQ(S\W 20'3_’(
Office of Pesticide Programs (7504(%2)9\(;8- ary
EPA, 401 MSLS.W. ¢ B0 yanue
Washington, D C‘C@%@ 0 Oh\(\\\led on
(‘,\’&ed 977 af
By express: NO- 'LA

Document Processing Desk (RED-SRRD-PRB)
Office of Pesticide Programs (7504()

Room 266A, Crystal Mall 2

1921 lJefferson Davis Hwy,

Arlington, VA 22202

6. EPA'S REVIEWS--EPA wil} screen all submissions for completeness; those which are not
complete will be returned with a request for corrections, EPA will try to respond to data waiver
and time extension requests within 60 days. EPA will also try to respond to all §-month
submissions with a final reregistration determination within 14 months afier the RED has been
issued.
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REREGISTRATION ELIGIBILITY DECISION
1,3-DICHLOROPROPENE (1,3-D)
LIST A

CASE 0328 cph
D\\leY‘f"‘WS OVT
n
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GLOSSARY OF TERMS AND ABBREVIATIONS

ADI Acceptable Daily Intake. A now defunct term for reference
dose (RfD).

ADD Average Daily Dose

AADD Annual Average Daily Dose

AE Acid Equivalent

a.l. Active Ingredient

ARC Anticipated Residue Contribution

CAS Chemical Abstracts Service

CI Cation

CNS Central Nervous System

CSF Confidential Statement of Formula

DFR Dislodgeable Foliar Residue

DRES Dietary Risk Evaluation System

DWEL Drinking Water Equivalent Level (DWEL) The DWEL

represents a medium specific (i.e. drinking water) lifetime
exposure at which adverse, non carcinogenic health effects
are not anticipated to ocour.

EEC Estimated Environmental Concentration. The estimated
pesticide concentration in an environment, such as a
terrestrial ecosystem.

EP (or EUP) End-Use Product

EPA .8, Environmental Protection Ageney

FAG/WHO Food and Agnculture ({ﬁa&?ﬁéﬁf\’mrld Health
Organizatior (5\

FDA g@p QIg }9@ ;a’&oQi

FIFRA 6\0\0@3 emi) “ungicide, and Rodenticide Act

FFDCA el (o) dp oad, Dmg, and Cosmietic Act

FQPA 0 Ce(\ (Ch\\,e ood Quality Protection Act

FOB C‘\\ed \ 6977 o Functional Observation Battery

GLC ’LA Gas Liquid Chromatography

GM NO ’ Geometric Mean

GRAS Genetally Recognized as Safe as Designated by FDA

HA Heaith Advisory (HA). The HA values are used as informal
guidance to municipalities and other organizations when
emergency spills or contamination situations occur,

HDT Highest Dose Tested

LADD Lifetime Average Daily Dose

LCy, Median Lethal Concentration. A statistically derived

concentration of a substance that can be expected to cause
death in 50% of test animals. It is usually expressed as the
weight of substance per weight or volume of water, air or
feed, e.g., mg/l, mg/kg or ppm.

LD;, Median Lethal Dose. A statistically derived single dose that
can be expected to cause death in 50% of the test animals
when administered by the route indicated {oral, dermal,
inhalation). 1t is expressed as a weight of substance per unit
weight of animal, e.g., mg/kg.

LDy, Lethat Dose-low, Lowest Dose at which lethality occurs,
LEL Lowest Effect Level
LOC Level of Concemn

LOD Limit of Detection
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LOEL
MATC
MCLG

pe/g
g/l
mg/L
MOE
Mp
MPI
MRID

NAWQA

NTP
N/A
NOEC
NOEL
NOAEL
OoP

OPP

Pa

PADI
PAG
PAM
PD
PHED
PHI
ppb
PPE
ppm
PRN
Q'

RBC
RED
RE1
RID
RS
RUP
SLN
TC

TD

TEP
TGAI
TLE
TMRC
torr

WPS

jor B0
7 eV

Lowest Observed Effect Level

Maximum Acceptable Toxicant Concentration

Maximum Contaminant Level Goal (MCLG) The MCLG is
used by the Agency to regulate contaminants in drinking
water under the Safe Drinking Water Act.

Micrograms Per Gram

Micrograms per liter

Milligrams Per Liter

Margin of Exposure

Manufacturing-Use Product

Maximum Permissible Intake

Master Record Identification (number). EPA's system of
recording and tracking studies submitted.

National Water Quality Assessment - USGS Water sampling
Program

National Toxicology Program

Not Applicable

No Observable Effect Conceniration

No Observed Effect Level

No Observed Adverse Effect Level

Organophosphate

Office of Pesticide Programs

pascal, the pressure exeried by a force of one newton acting
on an area of one square meter,

Provisional Acceptable DallE'\?

Pesticide Assessme

pest%ieg ‘Zgﬂ
Qﬂj ocy d to & Special Review

“%

Exposure Data
d)@gwesl Interval

Parts Per Billion

Personal Protective Equipment

Parts Per Million

Pesticide Registration Notice

The Carcinogenic Potential of a Compound, Quantified by the
EPA's Cancer Risk Modet

Red Blood Cell

Reregistration Eligibility Decision

Restricted Entry Interval

Reference Dose

Registration Standard

Restricted Use Pesticide

Special Local Need (Section 24 © of FIFRA)

Toxic Concentration. The concentration at which a substance
praduces a toxic effect.

Toxic Dose. The dose at which a substance produces a toxic
effect,

Typical End-tUse Product

Technical Grade Active Ingredient

Thin Layer Chromatography

Theoretical Maximum Residue Confribution

A unit of pressure needed to support a columm of mercary 1
mm high under standard conditions.

Worker Protection Standard

i
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EXECUTIVE SUMMARY
Overview

The U.S. Environmental Protection Agency has completed its reregistration eligibility
decision for the pesticide 1,3-dichloropropene (1,3-D, or trade hame Telone)., This decision
includes a comprehensive reassessment of the required target data and the use patterns of
currently registered products. 1,3-D is a soil fumigant used to control nematodes and certain soil
diseases. 1,3-D is registered for use on soils to be planted with all food and feed crops. 1,3-D is
classified as a non-food use pesticide when used as a pre-plant soil fumigant and thus there are no
tolerances or exemptions from the requirement of a tolerance (for pineapples, 1,3-D is applied at-
plant, however there are no residues in food since fruit are not borne until the third year of
growth). 1,3-D is a restricted use pesticide and as such can only be applied by certified
applicators. There are no homeowner uses of 1,3-D,

1,3-D products are seld in bulk or mini-bulk (1000 gallon) containers and require no
mixing prior to loading, All 1,3-D product labels require closed loading systems for transfers
between the bulk containers and the specialized application rig, which is tractor-drawn. Most
1,3-D use involves injecting the fumigant inte soil at depths from 12-18" deep, followed by soil
sealing such as compaction, a water seal or tarp. The soil seal is used to minimize the amount of
1,3-D which volatilizes into the atmosphere after application. Thele Pdlso four state
registrations (known as SLN’s) for 1,3-D application thmégg\ﬁ})ﬁp ml%ﬂ&qn which is also applied
pre-plant. 1Co

1,3-D was place(gﬁ[{) 3%( @@e\ﬁ)& process in 1986 based on cancer concerns for
workers, The. t@pﬁ'\! %i contamination and residues in crops grown in treated
soils were afso 'imtc a8 c&ﬁéms to be investigated. In 1991, the Special Review of 1,3-D
incorporated sl 1o 1eS|dents who live in the vicinity of treated fields for inhalation exposures.
Since 1991, the registrant of 1,3-D, Dow AgroSciences, has modified 1,3-D registrations to
address worker and residential concetns as detailed below.

The Agency has concluded that 1,3-D, when labeled and used as specified in this
Reregistration Eligibility Decision (RED) document, will not cause unreasonable risks to human
health or the environment and that all labeled uses are eligible for reregistration. The Agency is
requiring data on two degradates, 3-chioroally! alcohol and 3-chloroacrylic acid, to confitm the
Agency’s assumption that the acid and alcohol are of equal or less toxicity than 1,3-D.

Recent Label Modifications for Risk Mitigation

In 1992 and in 1996, Dow AgroSciences, requested label changes to reduce levels of
1,3-D which volatilize into the atmosphere during fumigant transfers, application and the post-
fumigation time period. Measures added to 1,3-D labels were shut-off valves to prevent 1,3-D
from spilling at row turns, closed loading, soil sealing, a 300-foot no-treatment buffer from
occupied structures, improved product stewardship, a phase-out of drum delivery, and reduced

v
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application rates. These measures reduced the largest sources of 1,3-D exposures, specifically,
the pooling of 1,3-D at row turns when the application “knives” were lifted out of the ground and
spills during loading. These measures reduced exposures not only for workers, but for anyone in
the vicinity of treated fields.

On September 30, 1998, Dow AgroSciences requested modification of the terms and
conditions of 1,3-D registrations to include use prohibition in certain northern tier states (ND,
SD, MN, NY, ME, NH, VT, MA, UT, MT, WI) based on ground water concerns, a 100-foot no-
treatment butfer around drinking water wells, prohibition of use in areas overlying karst geologies
and additional monitoring to confirm that use of 1,3-D does not pose unreasonable risks when
used according to product labels. These measures reduce risks for anyone who drinks water from
wells in the vicinity of treated fields,

Risk Concerns - Human Health

1,3-D is classified as a B, carcinogen by both the oral and inbhalation routes of exposure.
The 1,3-D risk assessiment presents aggregated risks for both routes of exposure. Because EPA
does not have toxicity data on the alcohol and acid degradates, EPA assumed carcinogenic and
toxicological equivalence to the parent, thus oral exposure and risk estimates are comprised of
1,3-D plus the degradates (unless specifically noted).

Due to 1,3-D’s carcinogenicity, environmental fat&@g@;ﬁs& p1§ np EPA has concerns
that use could result in exposure to residues in Wéagn N wa 1 BE?AZ‘ cancer risk estimates for
workers who follow label restriction a@a\m\@ (1.091 hge. For residents who live near
treated fields, lifetime ¢ eﬁ@hi@ ééﬁ@@dtes are in the 10~ to 10°® range taking into
account a 300 n&\t ba{t@l \aut not taking into account other measures (e.g.,
lowering apg&atlm @9 0-65%, soil sealing measures) which were not amenable to
quantlﬁcatlonﬁgeAw highly variable field study conditions.

For reregistration, EPA required a prospective ground water study in Wisconsin, which
was believed to be highly vulnerable to ground water contamination from 1,3-D use. The
registrant also submitted to the agency the results of a prospective ground water study conducted
in Florida. Based on the results of these studies and other sampling programs, EPA believes that
exposures from well water near treated fields vary depending on factors such as depth to ground
water, temperature, soil permeability, and distance from the treated field. Lifetime cancer risk
estimates from the Florida study are 4 x 10 (on-site wells which do not account for the 100 foot
buffer). Tn Wisconsin, lifetime cancer risks for all age groups, and chronic non-cancer risks for
infants and children, were unacceptably high, Cancer risks associated with levels from on-site
wells were in the 10™ range. As noted above, the September 30, 1998 modification includes a use
prohibition for northern tier states with characteristics similar to the Wisconsin site and will be
added to 1,3-D labels as of August 1, 1999.

Both prospective ground water monitoring studies included limited monitoring in off-site
wells located down gradient from the treated fields, In the Florida study, time weighted average

\f
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(TWA) concentrations of 1,3-D plus its degradates in the on-site wells (10' deep) were 1.15 ppb.
TWA concentrations of 1,3-D plus degradates measured in welis located 100 feet down gradient
from the treated field were 0.074 ppb. In the Wisconsin study, on-site wells yielded TWA
concentrations of 1,3-D and its degradates of 357 ppb while concentrations in a well 65' down
gradient from the treated field were 26.6 ppb. Although neither of these studies was designed to
quantify offsite exposures; resuits in both studies indicate that exposures were considerably lower
with increasing distance from treated field.

Dow AgroSciences has agreed as a condition of reregistration to conduct tap water
moenitoring studies to better estimate current concentrations of 1,3-D and degradates in drinking
water. Sampling will be targeted to high-use areas and will be initiated once the new labels are in
effect in August of 1999, Should residues of 1,3-D and/or the alcohol or acid degradates be
detected at levels exceeding the Office of Water Health Advisory of 0.2 ppb, Dow AgroSciences
has included, as part of the sampling program, risk reduction measures which would be in place
before the next use season. EPA expects to use the results of the sampling program to betier
characterize risks with the 100" setback and to also see if the sampling program results can be
extrapolated in order to characterize risks in other 1,3-D use areas.

The drinking water risk estimates using 1,3-D labels eligible for reregistration is 4 x 107,
calculated using on-site wells from the Florida study; the inhalation risk is 6 x 10 (using an
average of levels monitored from NC, WA and AZ study sites at the @p Foot buffer). Thus the
calculated aggregate risk estimate is 1 x 107, This risk eséitg\tbjdﬁés m‘l’pke into account
mitigation from lower application rates, soil se ]eg\lﬂﬂures, i % epth of application, soil
moisture and temperature requirer eleltg'\g\ itialy m&‘ﬁ} in exposure from the 100 foot
drinking water well setbgé.(\@’ﬂ f %ﬁém @5k estimates are likely to be in the 10 range and
that risk concer, @a\e@ cn \qd}'eﬁég ‘hen all of the mitigation measures as specified in this
reregistratio@g%siex_m;n‘&@%en into account,

NO-

EPA’s risk assessment shows no short-term or acute risks of concern based on current
1,3-D use patterns and that there are no unacceptable developmental or reproductive effects.
Infants and children do not appear to have heightened susceptibility to 1,3-D, thus, EPA has
determined the extra 10X safety factor is not warranted. EPA looked at whether risks from 1,3-D
should be cumulated with risks of a contaminant found in Telone products, 1,2-dichloropropane
(1,2-D). For purposes of this reregistration action, EPA has assumed that 1,3-D and 1,2-D do
not share a common mechanism of toxicity.

Risk Concerns - Environmental

EPA has received and reviewed all of the data required in the 1986 Registration Standard
to assess the environmental risks posed by applications of 1,3-D. 1,3-D is a highly volatile
compound, and once in soils, is mobile. 1,3-D’s persistence appears to be inversely related to
temperature (i.e. high persistence at low temperatures). EPA does not believe there are risks to
birds or non-target insects, though there could be risk to aquatic invertebrates and fish,
particularly if run-off were to occur. Models suggest that 1,3-D can be transported through run-

Vi
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off, however, these models are not designed to track volatile soil fumigants. EPA is requiring
additional data on the degradates, on estuarine environments and a study to see if 1,3-D enters
surface water through runoff.

Based on the results of retrospective ground water monitoring studies and the two
prospective studies, EPA believes that the conditions most likely to result in 1,3-D treatment-
related ground water contamination are shallow water tables, cold temperatures and high soil
permeability, though the studies do not provide enough information to rank these factors. In
addition to the ground water monitoring studies, EPA reviewed the results of other sampling
programs in 1,3-D use areas and the U.S. Geological Survey’s recent water resource monitoring
program results. The U.S.G.S. monitoring found no detections of 1,3-D, but did not look for
3-chloroalty! alcohol and 3-chloroacrylic acid.

Other Activities Related to 1,3-D’s Reregistration

EPA will be reviewing new information on the carcinogenicity of 1,3-D, specifically,
whether EPA will regulate 1,3-D as a non-linear carcinogen, EPA expects this review will take
place sometime in 1999; however, no change in EPA’s risk assessment, if nceded, can take place
until the Agency implements final policies on regulation of non-linear carcinogens, EPA also
intends fo issue a Position Document 2 (PD2) proposing to close out the Special Review for
1,3-D before the end of 1998, y

5\

Before reregistering products containit %ida} ﬁ\ e 636),« g‘ze%tliling that product
specific data, revised Confidential St t@\é) ) and revised labeling be submitted
within eight months of t@eé‘aﬂaﬁc of dcﬁment These data include product chemistry for
each regist: c@tﬁ&q‘mg After reviewing these data and any revised labels and
finding thenﬁiccept Wﬁ—l@%l dance with Section 3(c)(5) of FIFRA, the Agency will reregister a
product. l,S-D\& o}ucts which also contain chloropicrin will be eligible for reregistration only
when chloropicrin has been found to be eligible for reregistration.

Vi
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1 INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was amended to
accelerate the reregistration of products with active ingredients registered prior to
November 1, 1984. The amended Act provides a schedule for the reregistration process to be
completed in nine years, There are five phases to the reregistration process. The first four phases
of the process focus on identification of data requirements to support the reregistration of an
active ingredient and the generation and submission of data to fuifill the requirements. The fifth
phase is a review by the U.S. Environmental Protection Agency (referred to as “the Agency™ or
“EPA”) of all data submitted to support reregistration.

FIFRA Section 4 (g)(2)(A) states that in Phase 5 “the Administrator shall determine
whether pesticides containing such active ingredient are eligible for reregistration” before calling
in data on products and either reregistering products or taking “other appropriate regulatory
action.” Thus, reregistration involves a thorough review of the scientific data base supporting a
pesticide’s registration. The purpose of the Agency’s review is to reassess the potential hazards
arising from the currently registered uses of the pesticide, to determine the need for additional
data on health and environmental effects, and to determine whether the@@tﬁssde meets the “no
unreasonable adverse effects” criterion of FIFRA. D W e(s\ V 20'3_’{

On August 3, 1996, the Foogl Ql@\Q\ﬁg}ECﬂ?gﬁ\%Wl 996 (FQPA) (Public Law 104-
170) was signed into law, § en s Ot Federal Food, Drug, and Cosmetic Act
(FFDCA) 2l U %}g@gm S 7 U.S.C. 136 ef seq. The FQPA amendments went
into effect i lmx iatel esult EPA is embarking on an intensive process, including
consultation thNngsnants States, and other interested stakeholders, to make decisions on the
new policies and procedures that will be appropriate as a result of enactment of FQPA. This
process will include a more in-depth analysis of the new safety standard, and how it should be
applied to both food and non-food pesticide applications. FQPA did not, however, amend any of
the existing reregistration deadlines in section 4 of FIFRA. Therefore, the Agency will continue
its ongoing reregistration program while it continues to determine how best to implement FQPA.

This document presents the Agency’s decision regarding the reregistration eligibility of the
registered uses of 1,3-D, including risk to infants and children for any potential dietary, drinking
water, dermal, or oral exposures, and cumulative effects as stipulated under FQPA. The
document consists of six sections. Section 1 is the introduction. Section Il describes 1,3-D, its
uses, data requirements and regulatory history. Section III discusses the human health and
environmental assessiment based on the data available to the Agency. Section IV presents the
reregistration decision for 1,3-D. Section V discusses the reregistration requirements for 1,3-D.
Finally, Section VI contains the Appendices which support this Reregistration Eligibility Decision.



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 105 of 291

11 CASE OVERVIEW

Commercial 1,3-dichioropropene is a mixture of approximately equal proportions of the
cis- and trans- isomers. The Telone 11 formulation contains 94% 1,3-dichloropropene and 6%
inert ingredients, The Telone C-17 formulation, which is formulated with 16,5% chloropicrin,
contains 77.9% 1,3-dichloropropene and 5.6% inert ingredients. A contaminant, 1,2~
dichloropropane may also be present in small quantities (<0.1%).

A. Chemical Overview

The foliowing active ingredient is covered by this Reregistration Eligibility Decision:

Common Name: 1,3-Dichloropropene

Chemical Name: 1,3-Dichloropropene

Trade and Other Names: 1,3-D, Telone®, Trilone, Pic-Clor, Tri-Form

Chemical Family: Chiorinated Hydrocarbon
CAS Registry Number: 542-75-6 EP A
(s V T
OPP Chemical Code: 029001 (ca\ NG 43 0,20
nue
’(0( on Ja
Empirical Foum&ae yel %&éﬁ

7 o
Bam%anufi@(;ﬂ%@gf( Dow AgroSciences

Multlple active ingredient products contain: 081501 (chloropicrin)

Registered "Me Too" Products Not Included in Appendix A: 8536-8; 8536-21; 8536-22;
11220-1; £11220-15; 11220-20; 11220-21; 11220-22

B, Use Profile

The following is general information on the current registered uses with an overview of
use sites and application methods. A detailed table of these uses of 1,3-D is in Appendix A.
Although the Appendix A information only reflects the basic manufacturer's products (i.e.
DowAgro Sciences’ Telone 1f and Telone C-17), the 1,3-D uses and use rates for the "me too"
products are the same as those of the basic manufacturer's single and muitiple active ingredient
products, respectively.
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TYPE OF PESTICIDE FOR SINGLE ACTIVE INGREDIENT:
Nematicide; Fungicide; 1nsecticide; Herbicide

MODE OF ACTION:

Soil fumigant, contact poison

USE SITES:

1,3-D is registered for use on all crops to be planted on 1,3-D-treated soils. Thus,
the use sites include all vegetable, fruit and nut crops, all forage crops (grasses,
legumes and other non-grass forage crops), tobacco, ali fiber crops and all nursery
crops {ornamental, non-bearing fruit/nut trees and forestry crops).

1,3-D is clagsified as a non-food use pesticide (and thus there are no tolerances or
exemptions from the requirement of a tolerance).

TARGET PESTS FOR SINGLE ACTIVE INGREDIENT:
Piant-Parasitic Nematodes: all types
ePh

Plant Diseases: bacterial cankel of peacheé‘g@jl ﬂeet&@mama, fusarium wilt
of cotion, verticillium Wiit of a\ 3() ,
Invertebiat \%’Gﬂ%y‘(\‘ﬁ@i% centlpedes), wireworms
a\n
C\XJ% Q§A ﬂa@gda thxstle, field bindweed (perennial morning glory), quackgrass, and
Yeétain other deep-rooted perennial weeds in cropland

TYPES/FORMULATIONS REGISTERED:
End Use Products -

Liquid-Ready to Use - 78.3 to 94.0% (78.3%, and 94.0% multiple and
single active ingredient products, respectively)

Note: single and multiple active ingredient "me too" products containing
37.6 to 94.0% 1,3-dichloropropene are also currently registered.

METHODS AND RATES OF APPLICATION:

Tvpes of Treatment: Soil fumigation, broadcast and/or row treaiments, and
individual tree planting site treatments
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C.

This secuon su Iéwga t&g‘)
These estnnat
Agency, Tlg’

usage.

Equipment: Soil injection equipment {chisel, Nobel plow, or plow-sole); Deep
drip irrigation (6 or more inches deep)

Timing; Preplant (all crops): at planting (pineapple)

Application Rates: See rates listed in Appendix A for the Dow AgroSciences
products (62719-12, 62719-32), which reflect the maximum rates of 1,3-D in
single and multiple ingredient (i.e., with chloropicrin) formulations, respectively.
Maximum rates for uses on vegetable and field crops varies with the soil type,
Maximuin rates for a given crop are typically slightly higher for the nwitiple active
ingredient product than the single active ingredient product.

USE PRACTICE LIMITATIONS (APPLIES TO ALL 1,3-D PRODUCTS):

1,3-D is a restricted use pesticide (certified handlers only). Label statements
include a 300 foot no-treatment buffer zone between treated fields and occupied
structures, a five-day restricted entry interval for workers, closed loading, soil
sealing immediately following application. In addition, labels suggest waiting at
least one week for every gallon of 1,3-D applied before planting due to
phytotoxicity.

See section 1V, C. (3) for a list of detailed restr 1ct10nsEP A

Sy V
Estimated Usage of Pestlmde \Ca\ D\\,e( V 20’[(
B\O anu val
g@nﬁl& available for the pesticidal uses of 1,3-D.
&é @xlg‘l icty of published and proprietary sources available to the
t;mz&_g@—ﬁt nted in Table 1 are primarily from a 1991 Data Call-In for use and

All 1,3-D is used on agricultural crops; there are no residential uses. The following table
estimates 1,3-D use by site: :
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Table 1, Major 1,3-D Usage Sites

Crop Acres Treated (000) % Crop Treated Ibs a.i. applied {000) States where
most usage
weighted ( estimated ] weighted { estimated | weighted | estimated occurs
average maximumn | average manimum | average maximun
Crucifers 10 22 4 8 2000 3500 AZTX GA,
SC, NC,CA
Peppers 5 10 4 8 400 800 NM,NC,CA
Cucurbits 13 27 2 4 600 1200 TX,AZ,SC,
NC,GA,CA
Sugar Beets 45 35 3 4 4000 5500 NE,WY,CO,
1D
Cotion 85 150 1 1 2000 6000 AZNC,GA,
FL.CA
Tobacco 80 102 11 15 7200 9000 NC,SC,GA
Irish Potato | 80 95 6 7 1350 1700 WA,ID,OR,
R CO,NDM]I
"
Sweet Potato | N/A N/A N/A N/A Néﬁ\w N| 1 NC, GA, SC
e et S 201
b
Peanut 12 25 }%\D\oi W aaQ [2b) 1900 ALGATX
. et WL ~ el
Fruit/Nut 27 e snNed 13 2400 5000 CA,SCNC,
Treesand L () \0) 17 AZGANI
ines QUE o9
Grape Vines A AS\
o>
Onions 10 5 10 1000 2000 OR,WAID
Tomato 2 5 0 J 200 800 GAFL,AL
Carrots 2 4 2 4 150 250 CAWATX
Pineapple 5 7 14 19 1300 2600 Hi
Strawberries t 4 i 3 80 £70 CAFL NI}

Usage data cavers 1990-1995 for most sites and as early as 1987 for other sites, primarily using data from the 1991 Use Usage and Product

Performance DCL. California data is only available for 1994 and 1995 due 1o the 1991-1993 use permit suspension and limited re-entry progrant.
“Weighted average” weights the more recent years’ estimates because they tend to be more reliable estimates than for possibly outdated earlier
estitates.

D. Data Requirements and Regulatory History

1,3-D was first registered in 1954 in the United States. A Registration Standard was
issued in 1986, along with a Position Document announcing initiation of a Special Review (51 FR
36160) based on cancer concerns for workers. The Standard evaluated the available data with
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other relevant information on 1,3-D and required the submission of additional data to maintain the
existing registrations and to further refine the risk assessment for the Special Review.

On April 13, 1990, California suspended use permits for 1,3-D because unacceptably high
levels of airborne 1,3-1 were detected through its air moniforing program. After California
suspended the 1,3-D use permits, EPA looked more closely at the risk posed to residents who live
in the vicinity of treated fields, 1n 1992, Dow ApgroSciences {af that time DowElanco), agreed to
label measures to reduce the amount of 1,3-D that volatilizes into the atmosphere, including
closed loading, shut-off valves to prevent 1,3-D from spilling at row turns, improved product
stewardship, a phase-out of drum delivery, and reduced application rates. DowElanco also agreed
to conduct studies to determine the mitigation value of these and other measures,

In 1996, other measures, including the Worker Protection Standard requirements for
Personal Protective Equipment (PPE), were added to 1,3-D labels, inciuding soil sealing, a 300-
foot no-treatment buffer from occupied structures and other requirements designed to minimize
the amount of 1,3-D that volatilizes (Gibson, 1996). These measures reduced exposures for both
workers and anyone else who lives or works in the vicinity of treated ficlds.

On September 30, 1998, Dow AgroSciences requested modification of the terms and
conditions of 1,3-D registrations to include use prohibition in certain northern tier siates (ND,
SD, MN, NY, ME, NB, VT, MA, UT, MT, WI), a 100-foot no—tleateﬁpbuffel to drinking
water wells, pr oh;b;tnon of use in areas overlying karst W ahd rqionai monitoring §o
confirm that use of 1,3-D does not pose umeas%@hl %_.Tks \11&3015 accozdmg to product labels
(Roby, 1998). The benefits of these meash Q re t$ sks for anyone who drinks water
from wells in the v1ct&it&%f‘~\x®‘fe (C‘R&,@z@tlaﬂ ' wells in unconfined aquifers.

\ (o)

Dov\Q\ 1c% 1@&&@% developing confirmatory data for reregistration, to include tap water
monitoring inQam 1,3-D use areas, a run-off study and data on the toxicity and environmental
fate data for 3-chloroacrylic acid and chioroallyi alcohol,

This Reregistration Eligibility Decision reflects an assessment of the data which were
submitted in response to the 1986 Registration Standard and the 1991, 1992 and 1996 DCD’s.

III. SCIENCE ASSESSMENT
A, Physical and Chemical Properties Assessment
1. Identification of Active Ingredient
The active ingredient 1,3-dichloropropene (1,3-D, or Telone) is a soil fumigant used

preplant to control root-knot nematodes and other soil pests and diseases.  1,3-D is a mixture of
isomers; in the figures below, the trans isomer is on the left, and cis on the right.

6
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H H

H,oC H
cl&z ~c c /%/

H H, G
2y

Empirical Formula: CH.CL

Molecular Weight: 110.98

Physical State: liquid under pressure, volatile
Odor: sweet, pungent, penetrating

Water Solubility: 2,180 mg/L. for cis isomer
2,320 mg/L for trans isomer
gPh
Vapor Pressure: 34.3 mmHg for cis isomer é '{6; - 'Xj
23.0 mmHg for haea\sm a(l 2550, 20
09 \)a
BiO!
Boiling Point: 198 or C{,c,é@l R
wod WO Cenl-(l'F @@ “trans isomer
cue

SpeciﬂN@av}bf 1,209 g/imL at 25°C
2 Manufacturing and End-Use Product Chemistry

A search of EPA’s Reference Files System conducted on September 9, 1998 identified no
1,3-D manufacturing-use products (MPs) under Shaughnessy No. 029001. Although the 1985
1,3-D Reregistration Standard dated identified a single 94% formulation intermediate registered
to Dow Chemical Company (EPA Reg. No. 464-511), the product has since been transferred to
Dow AgroSciences (FPA Reg. No. 62719-32) and is currently registered as an end-use product
(EP). The product jackets for 1,3-D EPs confirms that the Dow AgroSciences 94% EP/MP is
the source product for other formulations; therefore, generic (TGAI) and product-specific (MP)
data are required to support its use as an MP. Dow AgroSciences has submitted an application to
also market their 94% 1,3-D product as a manufacturing use product to reformulators; this

application is under review.
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3 Conclusions

All pertinent generic data requirements are satisfied for the 1,3-D TGAI except for the
new data requirement concerning UV/visible absorption (OPPTS GLN 830.7050), Al} product-
specific data requirements are satisfied for the 94% EP/MP; however, the ingredient certifications
(OPPTS GLN 830.1750) must be submitted on EPA Form 8570-4. The data requirements for
product chemistry are presented in Appendix D. In addition, the registrant must certify that the
suppliers of beginning materials and the manufacturing processes have not changed since the last
comprehensive product chemistry review or submit a complete updated product chemistry data

package.
B. Haman Health Assessment
1. Hazard Assessment

All toxicology guideline studies are fulfilled and the data base for 1,3-D is adequate to
support reregistration eligibility. Across the battery of toxicology studies, the Telone test
products contained various amounts of 1,3-D depending on the formulation available at the time
of testing. Because of this, the toxicity tests were performed with varying percentages of the a.i.
EPA does not believe the variations in levels warrants additional testing,

-~ v. EPR
a. Acute Toxicity D\ \,e(s\ V 20'[{

The acute toxicity values and C'itegokle% @\Q\ﬁg are 3@\%‘1\& beiow

h%‘:‘}&
Y <

. \!
C\te__a N ATQ‘M Acute Toxicity of 1,3-Dichloropropene
wdl =
OorpP OPPTS

Guidelinel] Guideline Study Type MRID #(S). Results Toxicity
No. No. Category
81-1 870.1100 Acute Oral 40220901 LD, =300 mg/kg (M) il

224 mp/kg (F}
8i-2 870.1200 || Acute Dermal - Rabbit 40220902 LDy, =333 mg/kg 11
81-3 870.1300 Acute Inhalation 40220903 LGy = 3.88 mg/L (M) v
4.1 mg/1(F)
81-4 870.2400 || Primary Eve hritation 40220904 Intermediate irritant il
81-5 870.2500 [i Primary Skin Irritation 40220905 Slight irritant 111
31-6 870.2600 || Dermal Sensitization 40220906 Sensitizer -
81-8 870.6200 §f  Acute Neurotoxicity nene None required -
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The oral LDy, in the rat was 300 mg/kg in males and 224 mg/kg in females (Toxicity
Category II). Clinical signs included diarrhea, lacrimation, chromodacryorrhea, palpebral closure,
facial/perineal soiling, labored respiration and rough hair coat. Gross necropsy revealed gastric
hemorrhage, watery contents and mucus in the cecum, thickened stomach wall and adhesions
between the stomach and abdominal wall (MRID 40220901),

The dermal LD, in the rabbit was 333 mg/kg. Animals exhibited restlessness, squealing,
lethargy, transient anorexia, labored respiration and diarrhea, Skin findings were erythema,
edema, necrosis and scabs, Gross necropsy revealed mottled skeletal muscles in hind fimbs,
multifocal erosions and/or ulcers of the stomach and fecal soiling of the perineal area (MRID
40220902).

The inhalation LC,, in the rat was 3.88-4.69 mg/L in males and 4.1 mg/L, in females
(Toxicity Category 1V). Animals exhibited tremors, convulsions, salivation, lacrimation, diarrhea
and lethargy. Gross necropsy revealed hemorrhaging in multiple lung lobes (MRID 40220903),

Instillation of Telone IT (94% a.i.) in rabbit eyes resulted in intermediate irritation
(Toxicity Category 11). By day 14, all evidence of corneal opacity, iris irritation, conjunctival
redness, chemosis and discharge had disappeared (MRID 40220904).

In a rabbit dermal irritation study, very slight er ythema and ed Rvere noted (Toxicity
Category III). At 72 hours, 5 of 6 animals had well- defme b o exhibited very slight
erythema, 2 of 6 exhibited slight edema and\QOOf\éa\l&)e kﬁ@@dézn (MRID 40220905).

\O yan
Telone 1 (4% s, )k AN {ea pigs (MRID 40220906
(94% 2k Lk snsilizegei) Mlnea pies ):

d\n 1 o
&e 1 l6ggubchlomc Toxicity

()  Oral

Telone 11 (96.0% a.i.) was administered to Fischer 344 rats (10/sex/group) at dietary
levels of 0, 5, 15, 50 or 100 mg/kg/day for 13 weeks. Body weights and weight gains, as well as
food consumption, were reduced at 50 and 100 mg/kg/day in both sexes (questionable reduction
in male body weights/gains at 5 and 15 mg/kg/day). Doses of 15, 50 and 100 mg/kg/day caused
hyperkeratosis and/or basal cell hyperplasta in the nonglandular portion of the stomach of both
sexes. The NOEL was 5 mg/kg/day. The LOEL was 15 mg/kg/day based upon hyperkeratosis
and/or basal cell hyperplasia in the nonglandular portion of the stomach of both sexes (MRID
42954802).

In a subchronic study, Telone Tl (96.0% a.i.) was administered to B,C,F, mice
(10/sex/group) at dietary levels of 0, 15, 50, 100 or 175 mg/kg/day for 13 weeks. Body weights
and weight gains were lower than the controls in males and females at 50, 100 and 175 mg/kg/day
(27, 36, 39 and 58% in males and 7, 22, 30 and 32% in females). The NOEL was 15 mg/kg/day.
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The LLOEL was 50 mg/kg/day based on lower body weights and body weight gains compared with
controls in males and females (MRID 42954801).

The data requirement for a subchronic dog study was waived because a one-year study
had been conducted.

(ii)  Inhalation

In a 30 day inhalation study, Fischer 344 rats (10/sex/group), were exposed to Telone 11
("production grade" - no percentage of a.i, presented) at concentrations of 0, 3, 10 or 30 ppm (0,
0.0136, 0.045 or 0.136 mg/L), 6 hours/day, 5 days/week for 4 weeks. There was no mortality at
any dose level, Body weights of male rats at all concentrations weue similar to that of the
controls, Females exhibited a slight decrease in body weights. There was an increase in the
incidence of enlarged peribronchial tymph nodes in males at 3 and 10 ppm, but not at 30 ppm; the
incidences were 1, 5, 6 and 2 at 0, 3, 10 and 30 ppm, respectively. Because there was no dose-
response as well as lack of an effect on peribronchial lymph nodes at 30 ppm, the NOEL was
considered to be 30 ppm (0.136 mg/i., highest dose tested) and the LOEL was > 30 ppm (0,136
mg/L) (MRID 00039685).

In a 30 day inhalation study, CD-1 mice (10/sex/group), were exposed to Telone il
("production grade"- no percentage of a.i. presented) at concenhatton@&?‘ By 3, 10 or 30 ppm (0,
0.0136, 0.045 or 0.136 mg/L), 6 hours/day, 5 days/\.veck\f%t(é\\ @ efe was no mortality at
any dose level. There were no fest article re at se2 1c NOEL was 30 ppm
(0.136 mg/L., highest dose tested) q‘nc% @0 Was@ﬁﬂ?ﬁl (0.136 mg/L) (MRID 00039685).

Ina S;S:L/ @'@tﬁﬁ\t&icws}u@g‘@schel 344 rats (10/sex/group) were exposed to Telone 11
(90.9% a.i.) Sone 10, 30, 90 or 150 ppm (0, 0.045, 6.136, 0.408 or (.680
mg/L), 6 homsX?‘}eg'; days/week for 13 weeks. Both sexes at 90 and 150 ppm exhibited a
significant decrease in body weights while rats at 30, 90 and 150 showed treatment-related
histopathological lesions in the nasal turbinates. The NOEL was 10 ppm (0.045 mg/L) and the
LOEL was 30 ppm (0.136 mg/L) (MRID 00146461).

In a subchronic toxicity study, B,C,F, mice (10/sex/group) were exposed to Telone i1
(90.9% ai) at concentrations of 0, 10, 30, 90 or 150 ppm (0, 0.045, 0.136, 0.408 or 0.680 mg/L.),
6 hours/day, 5 days/week for 13 weeks. Both sexes at 90 and 150 ppm exhibited a significant
decrease in body weights while females showed epithelial degeneration and hyperplasia of the
nasal turbinates. The NOEL was 30 ppm (0.045 mg/L) and the LOEL was 90 ppm (0.136 mg/1.)
(MRID 00146461).

10
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c. Chronic Toxicity/Carcinogenicity
(1) Oral

In a chronic toxicity/carcinogenicity study, Telone I (96% a.i.) was administered as
microcapsules by dietary admix to Fischer 344 rats (60/sex/group with 10/sex/group sacrificed at
12 months) at levels of 0, 2.5, 12.5 or 25 mg/kg/day for two years. Body weight gains were
decreased for males (8 and 21%) and females (15 and 25%) at 12.5 and 25 mg/kg/day compared
to controls, Food consumption was decreased in females at 25 mg/kg/day. There was an increase
in liver masses/nodules in males only at 12.5 and 25 mg/kg/day. There was an increased incidence
of basal cell hyperplasia of the nonglandular mucosa of the stomach of both sexes at the 12- and
24-month sacrifices at 12.5 and 25 mg/kg/day. For chronic toxicity, the NOEL was 2.5
mg/kg/day and the LOEL was 12.5 mg/kg/day based on a decrease in body weight gain
compared with controls and an increase in the incidence of basal cell hyperplasia of the
nonglandular mucosa of the stomach. There was evidence of carcinogenicity, The incidences of
rats with primary hepatocellular adenomas were as follows respectively (0, 2.5, 12,5 or 25
mg/kg/day): males = 2/50, 1/50, 6/50 and 9/50; females = 0/50, 0/50, 0/50 and 4/50. These data
indicate that exposure to 1,3-D increases the incidence of these tumors in males at the two highest
doses and in females at the highest dose. The highest dose tested in this study (25 mg/kg/day)
was considered adequate to assess the carcinogenic potential of 1,3-D in rat &/[RID 43763501).
The results of this study were used to establish the oral reference q{)\je\[ RYD).

pverS o 2oL

In a study reported by the National T_ox{ -@@Pm%}f ?(@\I%%‘in 1985, 1,3-D (89.0%
a.i.) was administered in corn oil (wi{)lkéﬂ‘%bgl%#éﬁh&& \)i y gavage to Fischer 344 rats
(52/sex/group) at doses of 0@@6&% mg/kgid@Mhree times per week for 104 weeks. Basal cell
or epithelial hypezj @i )ﬁ\thﬁﬁ gﬂﬂmﬁ‘am was reported. At 0, 25 and 50 mg/kg/day, squamous
cell papillomas o $eof‘oﬁeét6 ach (1/52, 1/52 and 9/52 in males respectively; 0/52, 2/52 and 3/52
in females respectively), squamous cell carcinomas of the forestomach (0/52, 0/52 and 4/52 for
males) and neoplastic nodules of the liver (1/52, 6/52 and 7/52 for males respectively ; 6/52, 6/52
and 10/52 for females respectively) were secen. The NTP concluded that there was "clear
evidence of carcinogenicity" for males and "some evidence” of carcinogenicity for females (MRID

00146469).

In a two-year toxicity/carcinogenicity study in B,C,F, mice (50/sex/group), Telone 11
(95.8% a.i.) was administered as microcapsules by dietary admix at levels of 0, 2.5, 25 or 50
mg/kg/day. There were no test article effects on clinical signs, mortality, ophthalmology,
hematology parameters, organ weights, macroscopic pathology or microscopic pathology. For
chronic toxicity, the NOEL was 2.5 mg/kg/day. The LOEL was 25 mg/kg/day for both sexes
based on lower body weights and a decrease in weight gains compared with controls. There was
no evidence of carcinogenicity (MRID 43757901).

In a study with B,C,F, mice (50/sex/group) reported by NTP in 1985, Telone ! (89.0%

ai) was administered in corn oil {with 1.0% epichlorohydrin) by gavage at doses of 0, 25 or 50
mg/kg/day three times per week for 104 weeks. The study in males was not considered to be

11
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adequate because of the mortality of controls at weeks 48-51 (25/50, myocarditis) and the 104-
week survival for males (8/50, 28/50 and 31/50). Squamous cell papillomas of the forestomach
(0/50, 1/50 and 2/50 for females), squamous cell carcinomas of the forestomach (0/50, 0/50 and
2/50 for females), transitional cell carcinomas of the urinary bladder (0/50, 8/50 and 21/48 for
females) and alveolar/bronchiolar adenomas (0/50, 3/50 and 8/50 for females) were seen. In
males, the study was considered to be inadequate for carcinogenicity (due to mortality of
controls). For females, there was "clear evidence of carcinogenicity" (MRID 00146469).

In a chronic toxicity study, beagle dogs (4/sex/group) were administered Telone II (95.8%
a.i.) as a dietary admix at levels of 0, 0.5, 2.5 or 15 mg/kg/day for one year. At 15 mg/kg/day,
~ there was: decreased body weight gain; hypochromic, microcytic anemia (increase in erythrocytes -
along with decreases in hemoglobin, hematocrit, mean corpuscular volume and mean corpuscular
hemoglobin); hematopoietic activity in bone marrow and spleen; and a possible increase in
absolute liver weights in males. For chronic toxicity, the NOEL was 2.5 mg/kg/day and the
LOEL was 15 mg/kg/day based on a decrease in body weight gain compared with controls, _
microcytic anemia and an increase in hematopoietic activity. The study results also suggested a
test-article related increase in absolute liver weights in males compared with controls at the LOEL
(MRID 42441001).

(ii)  Inhalation =% A
o 9‘5\ oy N fl

In a chronic t0x101ty,fcarcmogemcl stu %@Eﬁr 44 r roup plus
10/sex/group to 6~ and 12-month expo 9 whole-body inhalation to

Telone II (92.1% a.i.) at aer atl 20 or 60 ppm (equivalent to
approximately 0, &({@QO\W ,égé ,6 hours,fday, 5 days/week for a total of 509 days
over a two-year p as no effect of exposure to 1,3-D on the survival of males or

females. Slight (ap 1mately 5% in 60 ppm males and females, as well as 3% in 20 ppm males)
decreases in body weight gains were observed (statistically significant, p<0.05) but generally only
during the first year of the study. The olfactory region of the nasal cavity appeared to be the
target tissue as determined by histopathological examination. Males and females having been
exposed to 60 ppm (no evidence reported at lower concentrations of 20 or 5 ppm) showed
decreased thickness and erosions of the epithelium as well as minimal submucosal fibrosis. For .
chronic toxicity, the NOEL was 20 ppm (0.091 mg/L)and the LOEL was 60 ppm (0.272 mg/L)
based on histopathological changes in nasal tissue as well as the suggestion of decrease in body
weight gain compared with controls during the first year of the study. There was no evidence of
carcinogenicity (MRID 40312201). The results of this study were used to develop an
intermediate residential/bystander inhalation NOEL (see sections III.C.5 and II1.D.1).

In a chronic toxicity/carcinogenicity study, B,C;F, mice (50/sex/group plus 10/sex/group
to 6- and 12-month exposure groups) were exposed by whole-body inhalation to Telone II
(92.1% ai) at aerosol concentrations of 0, 5, 20 or 60 ppm (equivalent to approximately 0, 0.023,
0.091 or 0.272 mg/L) 6 hours/day, 5 days/week for a total of 510 days over a two-year period.
There was no effect on survival (at least 80% in each group). There was a statistically significant
decrease in body weight gain in 60 ppm males (3-9%) and females (2-11%). Urinary bladder

12
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effects were noted primarily in females at 20 and 60 ppm (slight, moderate or marked roughened,
irregular and opaque surfaces were reported in 20/50 at 20 ppm and 30/49 at 60 ppm compared
with 3/50 slight in the control group). Hypertrophy and hyperplasia of the nasal respiratory
mucosa (very slight/slight) were observed in most 60 ppm mice of both sexes and in 20 ppm
females. Degeneration of olfactory epithelium (very slight/slight) was noted in most 60 ppm mice
of both sexes. Hyperplasia of the epithelial lining of the nonglandular portion of the stomach was
observed in 60 ppim males (0, 5, 20 and 60 ppm: males = 0, 3, 1 and 8; females =0, 0, 0 and 2
respectively). For chronic toxicity, the NOEL was 5 ppm (0.023 mg/L) and the LOEL was 20

ppm (0.691 mg/L) based on urinary bladder hyperplasia and hypertrophy/hyperplasia of the nasal
respiratory mucosa. Hypefplasm of the epithelial lining of the nonglandular portion of the
stomach was observed in a higher incidence compared with controls in 60 ppm males and, to a
lesser extent, 60 ppm females. There was evidence of carcinogenicity. Bronchioloalveolar
adenomas appeared in a higher incidence in 60 ppm males only compared with controls (0, 5, 20
and 60 ppm = 9/50, 6/50, 13/50 and 22/50 respectively). Although the lung tumors noted in this
mouse inhalation study were benign, the tumor induction was dose dependent, the tumor
incidence was outside the range of historical controls and the tumor type was also seen in the
mouse oral bicassay (MRID 40312300).

d. Developmental Toxicity

In a developmental toxicity study, Fischer 344 rats (30 female Pp) were exposed
during gestation days 6 through 15 to aerosol concentiatmn e‘lbn ]% 0.1% a.i.) at 0, 20, 60
or 120 ppm (equivalent to 'ippxommateiy 0, 0. 091 4§ hours/day. The
maternal NOEL was < 20 ppm (< 0 09 I\L EL was 20 ppm (0.091 mg/i.)
based on decreased body wcl\% g and i}lmptmn compared with controls during the
exposure days Th l;z‘jﬂla'(o‘gt was 6{) ppm (0.272 mg/l.). The developmental LOEL
was 120 ppm @@)95 on increase in delayed ossification of the vertebral centra. No
1,3-D-related n\*s{l‘ﬂngatlons were reported (MRID 00152848).

New Zealand rabbits {17-24 females/group) were exposed to aerosol concentrations of
Telone 11 (90.1% a.i.) at 0, 20, 60 or 120 ppm (equivalent to approximately 0, 0.091, 0.272 or
0.545 mg/L), 6 hours/day during gestation days 6 through 18. The maternal NOEL was 20 ppm
(0.091 mg/L). The maternal LOEL was 60 ppm (0.272 mg/L) based on decreased body weight
gains compared with controls. The developmental NOEL was 120 ppm (0,545 mg/L). The
developmental LOEL was >120 ppm (> 0.545 mg/L, HDT). No 1,3-D related malformations
were reported (MRID 00152848),

e. Reproductive Toxicity

In a two-generation inhalation reproduction study, Fischer 344 rats (F, adults, 30 males
and 40 females/group) were exposed to acrosol concentrations of Telone 11 (91.2% a.i) at 0, 10,
30 or 90 ppm (equivalent to approximately 0, 0.045, 0.136 or 0.408 mg/L) 6 hours/day. The
durations of exposure (6 hours/day) were as follows: Fy males and females 5 days/week prior to
breeding and 7 days/week during breeding at weeks 11 to 13, then during gestation and lactation;
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F,, and F, generations, dams from gestation day 20 until postpartum day 5; F, male and female
parents, after weaning {about week 32 of the study) and continued for 12 weeks, but for 5 days
per week, 6 hours/day; and F, to F, until adults were sacrificed, Pregnant females were not
exposed to 1,3-D from gestation day 20 to postpartum day 4. Pups were not exposed to 1,3-D
(dams separated from pups for 6 hours of exposure/day during lactation days 5 to 28). For
parental/systemic toxicity, the NOEL was 30 ppm (0.136 mg/L.). The LOEL was 90 ppm (0.408
mg/L) based on a decrease in body weight gain compared with controls, as well as microscopic
nonglandular stomach lesions {mainly mucosa) and hyperplasia of the nasal respiratory epithelium
with focal degeneration of the olfactory tissue, No reproductive toxicity was seen, For
reproductive toxicity, the NOEL was 90 ppm and the LOEL was >90 ppm (HDT) (MRID’s
40312401 and 40835301).

fi Mutagenicity

There was a positive effect in the Salmoneila assay in strains G46, TA98, TAI100 and
TA1535 with and without activation and in strains TA1538 and TA1537 with activation.
Responses up to approximately 100x and 10x background in strains TA1535 and TA100,
respectively, were seen (MRID 00039688). 1,3-D, in the absence of metabolic activation, was
positive in the B. subtilis rec-assay only at 1,250 pg/well (MRID 00039688). Up to a toxic
concentration of 1,000 ug/plate, no positive results were reported in the E. coli reversion test
with or without activation (MRID 00039688). A mouse host-mediate ﬁ,{ with Salmonetia
typhimurium strain G46 was negative. However, the oral g(v%ggldésmé;séﬁ{the mice up to 60
mg/kg may not have been high enough as adequat éme vas §@ d (MRID 00039680).
Non-reproducible increases (just at 2x \&%(‘% \Q&We in the nonactivated phase of
the Chinese hamster ova%& {" e(n‘f\l tlon assay at 100, 150, 200, and 250 pM
(MRID 00159679 1;@\ z@m@‘m n unscheduled DNA synthesis (UDS) assay with
primary rat he@a\t yte&Axth%jnststcntly cytotoxic doses (> 107 M) (MRID 00146467).

Data f]OIl] the open literature also indicate that 1,3-D is mutagenic in Salmonella and
cultured mouse lymphoma cells and induces chromosomal aberrations, sister chromatid exchange,
and DNA strand breaks in several mammalian ceil lines in vitro, Overall, the data from somatic
cell assays are indicative of a mutagenic concern for 1,3-D and support the weight-of-the-
evidence evaluation for carcinogenicity.

1,3-D was also positive for the induction of sex-linked recessive lethal mutations but not
reciprocal translocations in Drosophila melanogaster (MRID 00146469). To confirm the results
of the Drosophila sex-linked recessive lethal assay, a Data Call In {DCI) was issued for an in vivo
alkaline elution assay in testicular cells (following inhalation administration) on June 17, 1996.
The Registrant chose to perform an inhalation dominant lethal assay, which is an acceptable
substitute. 1,3-D tested negative in this assay. Results from this study show that 1,3-D,
administered by inhalation at concentrations up to 130 ppm (=682 mg/m*) 6 hours/day, 7
daysfweek for 10 weeks did not induce a dominant lethal effect in male rat germinai celis (MRID
44302801). The negative findings of this study lessen the concern for germ cell effects; therefore,
no finther mutagenicity testing is required. Dow AgroSciences is conducting additional
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mutagenicity studies for the alcohol and acid degradates; for purposes of this reregistration, EPA
is assuming equivalent mutagenic potential to the parent.

g, Metabolism

An oral pharmacokinetics study was conducted in Fischer 344 rats and B,C,F, mice. For
the non-protein sulfhydryl studies, the following single oral non-radioactive doses were
administered: 0, 1, 5, 25, 50 or 100 mg/kg. Single oral *C Telone II doses of 0, 1, 50 or 100
mg/ke were administered for the binding studies. The primary route of excretion for both species
was the urine. The two major urinary metabolites were identified as 1,3-DCP-mercapturic acid
and its sulfoxide (or sulfone) derivative. Following oral administration, most of the radio label
was found in the stomach and gastrointestinal tract with lesser amounts in the kidneys, liver,
urinary bladder, skin, fat, blood and carcass. Oral administration also depleted the non-protein-
sulthydryl contents of several tissues including the non-glandular stomach (both time- and dose-
dependent). Dose-related increases in macromolecular bindings were noted in several organs with
the highest binding sites being found in the non-glandular stomach (MRID 00155846).

In another study with Fischer 344 rats, gavage administration of Telone 11 at 5 mg/kg/day
for 14 days resulted in rapid absorption from the gastrointestinal tract with distribution to all
tissues examined. Highest concentrations appeared in the non-glandular stomach and wrinary
bladder. There was rapid elimination in the urine, feces, and as calbon@@;ﬁﬁe in expired ait.
Nine metabolites were isolated from urine with two bemg i B-mercapturic acid
and the suifoxide derivative. No parent com o&éa\a@ﬁ\ésem 1@(1)@ (MRID 40959801).

vl
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No degn\}ﬁ"lb Lptb@%tudles were required. A waiver was granted for the 21-day dermal

toxicity study. THe Cunent use-pattern does not indicate a concern for potential dermal exposure.

i. Epidemiological Data

The following data bases have been consulted for the poisoning incident data on the active
ingredient 1,3-dichloropropene.

)] OPP Incident Data System (IDS)

The incident data system contains reports of incidents from various sources, including
registrants, other federal and state health and environmental agencies, and individual consumers,
submitted to OPP since 1992. Reports submitted to DS represent anecdotal reports or
allegations, unless otherwise stated. Typically, no conclusions can be drawn implicating the
pesticide as a cause of any of the reported health effects. Nevertheless, with enough cases and/or
enough documentation risk mitigation measures may be suggested. No specific information on
[,3-D was found.
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(ii) California Department of Food and Agriculture
(superseded by the Department of Pesticide Regulation
in 1991)

California has collected uniform data on suspected pesticide poisonings since 1982,
Physicians are required, by statute, to report to their local health officer all occmrences of illness
suspected of being related to exposure to pesticides. The majority of the incidents involve
workers. Information on exposure {worker activity), type of illness (systemic, eye, skin, eye/skin
and respiratory), likelihood of a causal relationship, and number of days off work and in the
hospital are provided.

(iii)  National Pesticide Tetecommunications Network
(NPTN)

NPTN is a toll-free information service supported by OPP. A ranking of the top 200
active ingredients for which telephone calls were received during calendar years 1984-1991,
inclusive has been prepared. The total number of calls was tabulated for the categories human
incidents, animal incidents, catls for information, and others,

(iv)  Summary/Conclusions of Epidemio!ogv Data

From the review of California data on suspected | 1 3- ’stbh‘m rt(appeals that a
majority of incidents involved ilinesses or injuries §a\v&¥ 15 v %} 3-D as a soil fumigant
in fields, A large proportion of the ca (I@\}Ql \I:S were preparing, operating,
cleaning, or 1epa111ng app %t{ﬂeé(q fnen v@%; bel changes since 1992 have been
adopted which nﬁp é;’ ehposu;es Some individuals with inhalation

exposures haveeport (%g’hﬁb ms such as headache, chest pain, fatigue, irritability or difficulty
concentrating, p&&tmg for as long as two years after initial exposure.

Accidental ingestion of 1,3-D (concentration and amount unknown) has led to one
reported fatality. In a cluster episode, two of nine firemen developed lymphoma six years after
exposute to a 1,3-D spill. Other data or evidence from other epidemiologic studies would be
needed before an association can be supported.

2. Dose-Response Assessment
a. Determination of Susceptibility to Infants and Children

Under the Food Quality Protection Act (FQPA), P.L. 104-70, which was promulgated in
1996 requires the EPA to "ensure that there is reasonable certainty that no harm will result to
infants and children" from aggregate exposure to a pesticide chemical residue, The law further
states that in the case of threshold effects, for purposes of providing this “reasonable certainty of
no harm,” an additional tenfold margin of safety for the pesticide chemical residue and other
sources of exposure shall be applied for infants and children to take into account potential pre-and
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post-natal toxicity and completeness of data with respect to exposure and toxicity to infants and
children. Notwithstanding this requirement for an additional margin of safety, the Administrator
may use a different margin of safety for the pesticide residues only if, on the basis of reliable data,
such margin will be safe for infants and children,

1,3-D is a non-food use pesticide and therefore no tolerances or exemptions from the
requirement of a tolerance are required. Although the FQPA’s requirements are directed towards
tolerance actions, the Agency has reviewed the requirements of FQPA as if 1,3-D were
undergoing a tolerance review.

There are no data gaps for the assessment of increased susceptibility to infants and
chitdren from exposure to 1,3-D. The Agency has reviewed acceptable prenatal developmental
toxicity studies in rats and rabbits and an acceptable two-generation reproduction study in rats
following inhalation exposures. The data provided no indication of increased susceptibility in rat
or rabbit fetuses following i wfero exposure to 1,3-D, No developmental toxicity was observed
at the highest concentration tested in the pre-natal developmental toxicity studies in rats and
rabbits tested. No offspring toxicity was seen at the highest concentration tested in two
generation reproduction toxicity study.

The Agency has determined that the 10X additional safety factor for the protection of
infants and children (as required by FQPA) is not warranted and has beeg‘ie&oved based on the

following fact
ollowing factors: \,GVS\V 20'3.7

i No evidence of dey{@ﬁ&\taﬂ Wys seen in the prenatal studies in
rats and(J\Q@m (Ol 1 ﬁsﬁ(}]g toxicity was seen in the postnatal toxicity

ci \ed i ga.[ea]f n g mhalatwn exposure to 1,3-D;

iiNO- %hele was no evidence of abnormalities in the development of the fetal
nervous system in the ple/post natal studies submitted to the Agency;

iii. The toxicology database is complete;
iv. There is adequate data to conduct exposure assessments,
b. Acute Dietary
EPA has reviewed the available toxicological data for 1,3-D and concluded that the data
do not indicate any evidence of significant oral toxicity from a single exposure event. Therefore,
the acute dietary risk assessment for a single event high end dietary exposure is not required.

c. Chronic Reference Dose (RfD)

An RID of 0.025 mg/kg/day was determined based on the NOEL of 2.5 mg/kg/day
established in a 2-year dietary admix (microcapsules) study in rats (MRID 43763501} and using
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an uncertainty factor of 100. ‘The LOEL of 12.5 mg/kg/day was based on a decrease in body
weight gain and an increase in the incidence of basal cell hyperplasia of the nonglandular mucosa

of the stomach.

Once a study has been evaluated and the observed effect has been determined to be a
threshold effect, EPA generally divides the NOEL from the most appropriate study by an
uncertainty factor (usually 100) to determine the RfD. The RiD is a level at or below which daily
aggregate exposure over a lifetime is not expected to pose appreciable risk to human health. An
uncertainty factor (formerly called "safety factor") of 100 is commonly used since it is assumed
that people may be up to 10 times more sensitive to pesticides than the test animals, and also, that
one person or subgroup of the population (such as infants and children) could be up to 10 times
more sensitive than other individuals or subgroups. In addition, EPA assesses the potential risks
to infants and children based on the weight of the evidence of the studies and determines whether
an additional uncertainty factor is warranted. An aggregate daily exposure to a pesticide residue
at or below the RfD (expressed as 100 percent or less of the RfD) is generally considered
acceptable by EPA. Table 9 presents the aggregate exposure and percent RfD.

d. Classification of Carcinogenic Potential

EPA classifies 1,3-D as a Group B, (probable human) carcinoge%hbga%h oral and

inhalation animal studies. This classification was based on NTFcst \W&g’(mcl eased tumors
in both sexes of rats (Fischer 344) and mice (B &] 9. l ad n'?;@atzn of 1,3-D (MRID
00146469). Tumor types noted 1nclude€ 39 ary, thyroid, adrenal, urmary,
and lung. The carcinogenic ctor @ mans via the oral route is 1.22 x 10 using

the Multistage M @e\ﬁ\on t ? fﬁd@;’(& of combmed forestomach, liver, adrenal, and thyroid
tumors in male ra cl uq_@fﬁa /4 interspecies scaling factor (Fisher 1994).

_ EPA has also developed a potency factor (Q,*) for humans via the inhalation route. This
Q,* is 5.33 x 102 based on increased bronchioloalveolar adenomas in male B,C,F, mice from |
inhalation studies using the linearized low dose extrapolation model and a 3/4 interspecies scaling |
factor (Fisher 1994; MRID’s 40312201, 40312300).

The registrant submitted information as a rebuttal to a draft RED on January 15, 1998
proposing that 1,3-D should be regulated as a non-linear carcinogen (i.e., that there is a
“threshold” dose below which there is no risk). While EPA does not believe it is appropriate to
delay this reregistration decision, EPA has agreed to reconvene the Carcinogenicity Peer Review
Committee sometime in 1999 to consider new information Dow AgroSciences submitted in 1998,
particularly that related to whether 1,3-D should be regulated as a non-linear carcinogen. EPA is
currently developing policies on regulating non-linear carcinogens and no change to the risk
assessment can take place until those polices are officially adopted.
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e, Occupational and Residential Exposure

EPA has identified the dose/end points to be used in the risk assessment for occupational
and residential exposures. The current use-pattern does not result in exposure through foods
grown in 1,3-D-treated soils; however, due to the potential contamination of ground water and
consequently drinking water, the Committee has identified doses and endpoints for use in risk
assessments for potentjal ground/drinking water exposures. The current formulations and
application methods indicate a potential for occupational or residential exposure primarily via the
inhalation voute, Little denmal exposure is expected when 1,3-D is used according to label
directions, and therefore dermal exposure is not a concern at this time. Doses and endpoints
identified are for both drinking water and inhalation exposures (occupational and
residential/bystander).

(i) Dermal Absorption

No dermal absorption studies were required. A waiver was granted for the 21-day dermal
toxicity study. The current use-pattern does not indicate potential dermal exposure.

(ii)  Imhalation Absorption
1,3-D has been tested extensively by the inhalation route. Thegefor, inhalation endpoints

are available for risk assessment and route fo route extre}pola%w.';\hot nexsqssary. For this risk
assessment, EPA assumes inhalation absorption .\teg(:wgerce%g , 20
\

10\09 v
i ﬁogg;\.‘\t,%w%;san

wod 0 ce 1 a(C
EPA @r&%vi Wxﬁﬁ@gvailable toxicological data for 1,3-D and concluded that the data

do not indicate phiy evidence of significant oral toxicity from a single exposure event. Therefore,
the acute dietary risk assessment for a single event, high-end dietary exposure is not required,

(iv)  Short Term Occupational/Residential

2

EPA has reviewed the available 30-day inhalation studies for 1,3-D and concluded that the
data do not indicate any evidence of significant toxicity from repeated exposure of up to 4 weeks
duration. No effects were seen in either a rat or a mouse study. Therefore, no endpoint was
identified. The short-term occupational/residential risk assessment for 1,3-D is not required.

(v) Intermediate Term Occupational and
Residential/Bystander {1 week to several months)

For inhalation, the NOEL of 0,091 mg/L (20 ppm) will be used and is based on
histopathological lesions in the olfactory region of the nasal cavity at the LOEL of 0.272 mg/T.
(60 ppm) in a 2-year combined chronic toxicity/carcinogenicity inhalation study in F344 rats
(MRID 40312201), The 90-day (MRID 00146461) and 2-year inhalation studies were used in
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conjunction to determine this endpoint. For intermediate term exposures, 90-day tests arc
generally used; however, the dose selection from the 90-day study {10 ppm, 30 ppm, 90 ppm, 150
ppm) did not allow for selection of an appropriate NOEL when compared to NOEL’s seen in
other studies. EPA concluded that had the 20 ppm dose been used in the 90-day study, this
would likely have been the NOEL, and thus selected the NOEL of 6.091 mg/L (20 ppm)
established in the 2-year chronic study.

(vi)  Chronic - Occupational and Residential/Bystander

No chronic inhalation exposure is expected for 1,3-D. The current use pattern results in
exposure for no more than 3 weeks at a time, generally only once a year. Therefore, no chronic
non-cancer endpoint was selected and this risk assessment is not required.

(vii) Office of Water Health Advisory for 1,3-D

EPA’s Office of Water has established a Health Advisory for 1,3-D at 0.2 ppb. This is the
tevel that can be consumed daily over a lifetime that is associated with a 1 x 10" cancer risk. The
Health Advisory, however, is only advisoxy in nature and is not enforceable. There is no
Maximum Contaminant Level (MCL) for 1,3-D.

(viii) Risk Assessment Endpoints foEplPDmhlm opropane
mpuri 1\

I,2-Dichloropr opane( 2 D 1s mﬂ@&\% @Q}Q’E\Ln impurity found in Telone
products (0.06 10 0.1% b wel 9 has n@f\);n to migrate to ground water and persist for
many years. EPA k\x’lsmoé: ndz }mai evaluation of the toxicology database for 1,2-D at
this time becz@s‘@q fﬂ' nger registered as a pesticide. However, 1,2-D has been
evaluated by thNSifﬁ of Research and Development (ORD) to support development of the
Drinking Water Criteria Document for the Office of Water (USEPA 1987). ORD evaluated the
limited available database for 1,2-D and concluded that the liver was the principal target organ of
toxicity. ORD also found effects from acute exposures; the effects were seen in the lungs, liver,
kidneys central nervous system and eyes. A more detailed description is on EPA’s IRIS data
base.

Subchronic oral exposure to 1,2-D resulted in liver congestion, hepatic fatty changes, and
liver necrosis in rats receiving 1000 mg/kg/day, 5 days/week for 13 weeks. Mice showed slightly
depressed body weight after treatment with 500 mg/kg/day 1,2-D for 5 days/week for 13 weeks.

EPA’s Office of Water has established a 10-day health advisory for children of 0.09 mg/L.
This health advisory is based on the following assumptions: 10 kg child, consumption of one
L/day of water, all exposure comes from water (i.e., no ambient inhalation exposure), and a health
advisory value based on 7-30 days of exposure. There is also a Maximum Contaminant Level of 5
ppb established by EPA’s Office of Water.
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1,2-D has been classified as a Group B,, probable human carcinogen, with a Q,* of 3.69
x107 (mg/kg/day)! based on the statistically significant increased incidence of hepatocellular
adenomas and carcinomas in male and female B,C,F, mice. In addition, a dose-related trend in
mammaty adenocarcinomas was noted in female F344 rats. This is considered significant because
F344 rats have a relatively low background incidence of these tumors (FR 56(20):3540 {January
30, 1991). In addition, 1,2-D was mutagenic in the Salmonelta and in Aspergillus nidulans. 1,2-
D also induced sister chromatid exchange and chromosome aberrations in Chinese hamster ovary
cells.

(ix)  Endpoints for Degradates

Two degradates of 1,3-D have been found in groundwater: 3-chioroallyl alcohol and 3-
chloroacrylic acid. EPA has determined that the degradates 3-chloroallyl alcohol and 3-
chloroacrylic acid should be considered to have toxicological equivalence to the 1,3-D parent in
the absence of toxicology data for the degradates (Abbotts 1997). For the water cancer risk
assessment, the 1,3-D oral Q,* will be used to estimate risk for combined exposure to parent and
degradates. In addition, the levels of the degradates found in the ground water studies will be
combined with [,3-D levels to calculate non-cancer risks. The oral Q* for 1,2-D will be used to
calculate cancer risk for this contaminant, but 1,2-D risks will not be added to 1,3-D risks to
develop a cumulative risk assessment, A summary of toxicological endpoints for 1,3-D and its
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Table 3. Summary of Toxicological Endpoints for 1,3-dichloropropene and Related Compounds

1,3-D

Exposure Scenario

Toxicological

Endpoint for Risk

Endpoint

Study

Assessment
Intermediate Inhalation NOEL = Histopathological lesions of nasal 2-year combined chronic/
Residential/Bystander 0.691 mg/L cavity (olfactory region) carcinogentcity inhalation

Inhalation Exposure

study in F344 rats MRID
40312201

Chronic Drinking Water
Exposure

RiD = 0.025 mg/kg/day

Decreased body wt gain and
increased incidence of basal celi
hyperplasia of nonglandular
mucosa of stomach

2-year combined chronic
/earcinogenicity study in F344
rats {dictary admix,
microencapsulated
Telone)MRID 43763501

Lifetime Inhalation (Cancer)

Q= 533 X 102
{mg/kg/day)”

Lung bronchioloalveolar adenoma
tumor rates in male mice, 3/4
scaling factor, Multistage model

A

4

2-yeat combined chronic/
carcinogenicity inhalation
study in mice MRID
40312300

Lifetime Drinking Water Q*=1.22X 10" Combined @5&\\1\11»'61 0'3] 2-year combined chronic/
(Cancer) {mg/kg/day)! kaxg@‘&t 10|d %Dulmary, carcinogenicity study in F344
. B O miot e Model, 3/4 1 rats
- antel (100 ) sctit e MRID 00146469
chak
Degradates: 3-chloroallyl @ﬁ_ﬁdﬂng\3 ;:\l@@q(jyl%actd
Acute Dietary N Q\Tone None None

Lifetime Drinking Water
{Cancer)

In lieu of data for

degradates, assume
potency equivalent fo

Based on combined forestomach,
liver, mammary, thyroid, adrenal,
urinary, lung tumors, Multistage

2-year combined chronic/
carcinogenicity study in F344
rafs

parent, Q¥ =1.22 X Model, 3/4 scaling factor MRID 00146469
10" (mp/kg/day)?
1,2-Dichloropropane (Impurity}
10-Day Health Advisory for } 0.09 mg/L Office of Water Value Office of Water Value
Children
MCL (adults) 0.005mg/L

Lifetime Drinking Water
(Cancer)

Q,* =3.69 X 102
(mg/kg/day)?!

Based on incidence of hepatoceliular
adenomas and/or carcinomas in
male mouse, Multistage Model, 3/4
scating factor

2-year carcinogenicity study in
mice and rats, B2 Carcinogen
(described in EPA 1990)
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3. Dietary Exposure Assessment
a. Dietary Exposure from Food Sources
D Directions for Use

All 1,3-D end-use products are registered for use as a preplant soil fumigation for soils to
be planted to all vegetable crops, field crops, and fruit and nut crops. Broadcast applications for
control of nematodes and garden symphylans can be made at rates up to 332.5 b a.i./A for
vegetable and fleld crops and up to 344.4 Ib a.i./A for fruit and nut crops. Banded applications
are permitted at rates not exceeding the per acre broadcast rate. Dow AgroSciences has applied
for a new registration for 1,3-D application via sub-surface drip irrigation systems; this application
is under review, Special Local Need Registrations (SLN’s} OR940038 and WAS40038 permit
application to potatoes at a maximum rate of 380 Ib a.i/A. The worker restricted entry interval
(REI) is five days.

A tabular summary of the residue chemistry science assessments for reregistration of 1,3-
D is included in Appendix B. The conclusions listed in Appendix A regarding the Reregistration
cligibility of 1,3-D uses are based on the use patterns registered by the basic producer, Dow
AgroSciences.
(if)y Nature of the Resndue 1%15]@1911‘1'3‘

The qualitative nature of the le \G\ﬁ%}%ﬁi&?ﬂwyt ’1))’ undetstood based on soybean,
tomato, and sugar beet met'xwém@dl s of natural plant biochemicals, . In studies
with tomatoes and éome 11%4139&{'@@\\}}' he parent, 3-chloroallyl alcohol, or 3-chloroacrylic
acid metaboi@& &g‘e)@_

(iti)  Nature of the Residue in Livestock

The qualitative nature of the residue in animals is adequately understood based on
adequate goat and poultry metabolism studies. The levels of radioactivity observed in tissues and
milk at high dosing levels are negligible and suggest that it is unlikely that detectable levels of 1,3-
D residues would oceur in meat, milk, or eggs. Therefore, no feeding studies or tolerances are
required for meat, milk and eggs when 1,3-D is used as a pre-plant soil fumigant in soils planted
to feed crops.

(iv) Residue Analytical Methods
No tolerances are to be established for 1,3-D residues infon plant or animal commodities.

As a result of this determination, there is no requirement for the development of enforcement
analytical methods for plant or animal commodities.
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(v) Multiresidue Method Testing

Because tolerances are not required for soil fumigation uses of 1,3-D, the requirement for
multiresidue method testing is waived,

(vi)  Storage Stability Data

Because tolerances are not required for soil fumigation uses of 1,3-D, the requirement for
storage stability data is waived.

(vii) Magnitude of the Residue in Crop Plants

Because metabolism data show ultimate breakdown of 1,3-D to non-toxic degradates and
subsequent re~-incorporation into natural plant constituents, tolerances are not to be established
for plant commodities and residue data are not required for use as a preplant soil fumigant (Mitler
1995).

(viii) Magnitude of the Residue in Processed Food/Feed

Because tolerances are not required for soil fumigation uses of E ,3-D, the requirement for
processing studies is waived. V
gers'
(ix) Magm{ l@@ﬁhl@ hesnw(ﬁ@ N%eat Milk, Poultry, and

any
entet i yed of ’

\
No tolﬁ:@e@ hve st lgl‘%d for 1,3-D residues in animal commodities. The
requirements ol ﬁ&m@ﬁr% poultry feeding studies have been waived.

(x)  Magnitude of the Residue in Water, Fish, and Irrigated
Crops

1,3-D is presently not registered for direct use on potable water and aquatic food and feed
crops; therefore, no residue chemistry data are required under these guideline topics.

(xi) Magnitude of the Residue in Food-Handling
Establishments

1,3-D is presently not registered for use in food-handling establishments; therefore, no
residue chemistry data are required under this guideline topic.

(xify Confined Accaumulation in Rotational Crops

An acceptable confined rotational crop study was conducted with wheat, lettuce, and
carrots and radishes, The results were in agreement with those from primary plant metabolism

24



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 128 of 291

studies, showing extensive incorporation of radiolabelled residues into natural plant biochemical
constituents. No plant-back restriction is required.

(xiii) Field Accumulation in Rotational Crops

Given the results of the confined study, field rotational crop studies are not required for
1,3-D.

(xiv) CODEX Harmonization

No Codex MRLs are in effect for 1,3-D residues. Therefore, there are no questions
regarding the compatibility of U.S. tolerances and Codex MRLs.

(xv) Conclusions
As noted above, all Reregistration data requirements for residue chemistry have been
satisfied, and tolerances are not required for 1,3-I) use as a pre-plant soil fumigant. No 1,3-D

residues are expected to occur in plants.

b. Dietary Exposure from Drinking Water

ePh
(i) Factors Inﬂuenc&x&,@rﬁl\fiﬂ% \)iqjg_’(]hposure
ical
The amount of 1,3-D found Wuﬁe\% (‘%n onar\i%}% water is related to its physical and
chemical properties, as Wi @m\ﬁ mber Q 9’1\'110111]1ental conditions, including soil

temperature, s }{gﬁ d (0 @%and water. 1,3-D, once applied, migrates through the soi}
profile. Tlanspo & an’y,ﬂce -D down to ground water, laterally through the soil profile or up
from the point of dpplication thlough volatilization. 1,3-D that is not transported either degrades
or is metabolized by soil bacteria,

1,3-D’s mobility in soil is measured by soil adsorption coefficients (Kd's) which range
from 0.23 in loamy sand to 1.09 in clay. 1,3-D has a low adsorption coefficient in a range of soils
and tends to partition preferentially into water over soil (USEPA 1997), 1,3-D is considered to
be a mobile chemical,

For this assessment, the half life of a chemical in the environment is presented as two
different measurements: (1) the dissipation half-life, which reflects physical transport (i.e.
volatilization) and degradation, and {2) the degradation half-life, which reflects degradation via
biologicat and chemical mechanisms only. These measurements can be conducted in both the lab
and field.

For 1,3-D, field dissipation studies show half-lives of 1 to 7 days, but laboratory

measuremenis of acrobic soil metabolism show half-lives of up to 54 days. (Because of 1,3-D’s
high volatility, the aerobic soil metabolism is likely a more accurate measurement of 1,3-D’s
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degradation half-life in soil.) Hydrolysis studies of 1,3-D show that hydrolysis is independent of
pH, but extremely variable with temperatures; longer half-lives are seen with low temperatures
(USEPA 1997).

The major degradates of 1,3-D in soil are 3-chloroallyl alcohol and 3-chloroacrylic acid,
both of which were detected in the prospective ground water monitoring studies (USEPA 1997).
Information on the physical and chemical properties of 1,3-D’s degradates, 3-chloroallyl alcohol
and 3-chloroacrylic acid, are limited; however, the degradates are not expected to be as volatile as
1,3-D.

1,3-D can migrate to ground water under certain conditions. Extensive ground water
monitoring has been conducted for 1,3-D, and detections have been reported from several states,
However, no information about past 1,3-D usage is available to correlate with retrospective
ground water monitoring data. Results of the Florida ground water prospective monitoring study
suggest that 1,3-D may also migrate to surface water via atmospheric transport, i.e,, dissolution
of 1,3-D vapors in surface waters. Surface water modeling suggests 1,3-D can migrate to surface
water via runoff as well, Because of 1,3-D’s volatility, it is not expected to persist in surface
waters at high concentrations. The stability and persistence of its degradates in surface waters is
unclear, but they are likely to be substantially less volatile than the parent, and therefore may be
more persistent,

ePh
The contaminant 1,2-D has a different envuonmex gjéf:gt\ﬂlo 1 "( 1,3-D. 1,2-D is
stable and highly persistent in the envnonment is not temperature
dependent, unlike 1,3-D. Laboratory,s &Jdg ndx -D is also very mobile, and that
mobility is inversely pr opott/l @5 the a‘(‘l\}&led)ggl organic mattel
1 C

aw
cwe lA—lelg) Drinking Water Standards
WNO-

1,3-D is not currently regulated under the Safe Drinking Water Act, however a Health
Advisory level (HA) of 0.2 ppb has been established for 1,3-D. Because ihe HA is advisory in
nature, public water supply systems are not required to sample and analyze for 1,3-D. The 0.2
ppb represents the level of daily consumption over a lifetime associated with.a 1 x 10 cancer risk,

The Office of Pesticide Programs has developed drinking water Levels of Comparison
(DWLOC’s) to capture risk associated with exposure to pesticides in drinking water, A
DWLOC, which is not an enforceable standard, is the concentration of a pesticide in drinking
water that would be acceptable as an upper limit in light of total aggregate exposure to that
pesticide from food, water, and residential uses (if any). The DWLOC came about as part of
EPA’s review of pesticides under the 1996 passage of FQPA, which required EPA to develop a
risk assessment tool fo take into account these various exposures.

For 1,3-D, EPA has calculated two DWLOC’s. For residents who live near treated fields,
defined at the 300 feet buffer, the DWLOC for cancer is zero because the inhalation risk estimates
are at or greater than 1 x 10 for this population. While the cancer risk estimates at distances
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between 300 feet up to 800 meters are presented as greater than 1 x 10 (see Table 13), EPA
believes these risks are overstated because the value of all mitigation measures has not been
factored into the assessment, and thus a DWLOC of zero may be overly conservative.

For the general population, defined as residents who live at distances greater than 300 feet
from 1,3-D treated fields, the DWLOC for cancer has been calculated to be 0.3, which is the level
of daily consumption of a pesticide over a lifetime is associated with a 107 risk (see section vi of
this chapter for detailed information on how this number was calculated and its relevance to the
1,3-D risk assessment).

The discrepancy between the Office of Water’s HA of 0.2 ppb and OPP’s DWLOC of 0.3
ppb is explained by the two offices different approaches to risk assessment. In general, the Office
of Water assumes a different exposure level and a higher cancer potency estimate for [,3-D. In
addition, the DWLOC was generated using cancer data which was developed since the
establishment of the 1987 HA., OPP, OW and EPA’s Office of Research and Development are
planning to share the information developed from the Cancer Peer Review (planned for 1999) in
order to coordinate reviews based on the best and most up-to-date data on 1,3-D, OPP has,
however, decided to use the 0.2 ppb HA as the trigger for implementation of risk mitigation in the
tap water monitoring program because it is an established reference point and because it affords
an extra level of protection should the monitoring program detect 1,3-D and/01 the degradates.

The contaminant 1,2-D is regulated under the Safe Dri @“g Wa ?1 ithas a
maximum contaminant level (MCL) of 5 ppb, and g\a@l\\ll 1 confy evel goal (MCLG)
of 0 because it is a B, carcinogen (USEP 4@9@9 g We Off ice of Water has
established a Health Advisor f{;ﬁéxz h[or @;ﬁﬂa e 10- day Health Advisory for a 10-kg
child is 0.09 mg/L, Th tg‘(&‘a‘ﬂhentlatlon associated with a 10 cancer risk for a 70~

kg adult is 0. 06@\28 (1{@3&@9@

The Otﬁce ot Water did not establish a 1-day health advisory for 1,2-D because there
were insufficient toxicological data on acute effects. In 1979, the National Academy of Sciences
recommended an acceptable level of 0.3 mg/L for a 70 kg adult exposed to 1,2-D for a week.

(iii) Groundwater Monitoring

EPA has reviewed available groundwater monitoring data for 1,3-D (USEPA 1997). The
Pesticides in Groundwater Database (EPA 1992) indicates detections of 1,3-D in Florida, New
York, and Washington following normat field use. This database also reports detections in
California due to point source pollution, and 1,3-D has also been detected in California following
normal use, Small scale retrospective monitoring conducted by the registrant showed detections
in studies conducted in Nebraska, but not in California or North Carolina. There was an
unverified detection in a Washington study and a fifth study in Florida was terminated after a sink
hole collapsed near the study site. More information on the Pesticides in Groundwater Database
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and the retrospective studies can be found in section 111, E.2. EPA believes that the best
information for assessing human exposure through contaminated ground water is derived from
two prospective ground water studies from Wisconsin and Florida, which are discussed below,

Prospective ground water study sites are located where a pesticide has never been used
and follows a pesticide’s movement from application forward in time through the unsaturated
zone into ground water at a study site. The advantage over retrospective studies is that one can
rule out detections from prior treatments and that application and environmental conditions can be
tracked and evaluated against any detection (or lack of detection).

Wisconsin Site -- In Wisconsin, results show that 1,3-D was detected in an aquifer
used for drinking water at concentrations ranging from 0.05 to 579 ppb. The Wisconsin study
was still in progress as of printing of this RED, thus levels are presented up to 337 days following
1,3-D application of the two year study. In the Wisconsin study, ground water monitoring was
conducted in on-site wells and one offsite well cluster following application of Telone II at a rate
28 gal/acre (283 lbs a.i/acre, typical rate). Depth to ground water ranged from 15-22 feet from
the surface throughout the first 337 days of the study.

The study tracked results from eight on-site wells and the off-site w cated 65 feet
downgradient. The registrant requested that a 100 foot buffer ﬁon{‘ﬁu\pk water wells be added
to labels after the study was well underway, therefore, h @ﬁlg to modify the
study to include how this buffer would affect lwgaﬁ posm W\flfﬁ & 100 foot buffer.

Although there was one off-site we] »{by(s a} sed as indicative of a trend, but
cannot be used for quantlta@@ﬁ\l asse or on-site wells the peak 1,3-D concentration
was 579 ppb, t}@@@ v Z,lyg[&\ Tﬁc@l‘&atlon (over an 11 month sampling period) was 134 ppb
for 1,3-D alone aﬁt vith 1,3-D plus the two degradates. The peak level of 1,3-D found
in the downgradiént offsite well was 173 ppb and a time-weighted average of parent plus
degradates in this well was 26.6 ppb (Carleton 1998, Eiden 1998). The contaminant 1,2-D was
found in all of the onsite shallow and deep wells at concentrations up to 3.9 ppb, and in the offsite
well at concentrations up to 0.9 ppb.

Fiorida Site -- The Registrant volunteered to conduct small scale monitoring in
southern Florida because of concerns for groundwater contamination due to the high water table
and soil porosity, and in order to assess whether Telone products could be used without causing
unreasonable adverse effects as an alternative to methyl bromide.

The Florida study design also evaluated on-site and off-site shallow and deep wells. In
Florida, the majority of residents obtain drinking water from public supplies, which tap into the
deep Floridian aquifer. However, approximately 20 percent of the population in Florida (up to
80% in certain Florida counties) tap private wells into the shallow, unconfined aquifers.

1,3-D was detected in the Florida prospective study at concentrations ranging from 0.05

to 21.6 ppb in shallow wells (screened at a 10 feet depth) not used for drinking water and up to
one ppb in wells that tap into a confined aquifer (screened at a 70 feet depth) which could be
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used for drinking water. In Florida, total 1,3-D residues (parent + degradates) in ground water
were detected up to 43.9 ppb in the shallow wells (10 feet deep), and up to 8.9 ppb in the deeper
wells (70 feet deep). The time-weighted averages (1,3-D plus degradates) were 1.15 ppb in wells
at 10 feet from the surface and 0.17 ppb in wells 70 feet from the surface, For off-site wells, the
time weighted average (1,3-D plus degradates) was 0.074 ppb,

(iv)  Surface Water

Limited surface water monitoring data are available for 1,3-D. Ambient surface water
monitoring was conducted concurrent with the Florida prospective ground water study.,
Monitoring was performed at four sampling sites along two perimeter ditches around a 1,3-D-
treated field. 1,3-D was detected above a detection limit of 0.05 ppb in 14 of 20 samples
collected from the two ditches in the first five days post-application (prior to the first runoff
event). Concentrations ranged from 0.07 to 1.8 ppb. The maximum concentration of 1.8 ppb
was the only detection > 1 ppb. No 1,3-D was detected in samples collected from the ditches
after five days post-application. The degradate, 3-chloroacrylic acid, was detected in four of the
20 samples collected from the two ditches in the first five days post-application at concentrations
ranging from 0.09 to 0.15 ppb. The degradate, 3-chloroallyl alcohol, was detected at a

concentration of 0.78 ppb in one sample collected from the north ditch nine post-application.
No detections were noted after the first rainfall event. No rainfall eyents o icient magnitude
to generate runoff occurred during the ditch water mom\%lege(s\ 20'3_7

Q\c?

EPA believes that the 1,3-D fo& (J B)%g\ p?t have resulted from dissolution
of volatilized compound fr @\’6‘(@1 é)sm le pathway is that the levels in surface
water resulted f@lﬂ@@ 11 gﬂféu@fgce water interaction.

EPA also ﬁ% computet modeling to see if 1,3-D use could contaminate surface water
through runoff. EPA used Tier 2 (PRZM/EXAMS) modeling to estimate concentrations of
1,3-D, 3-chloroaliyl alcohol, and 3-chloroacrylic acid in surface water in a small pond one hectare
by 2 meters deep, adjacent to a 10-hectare field. EPA assumed that 1,3-D was incorporated to a
depth of 25 cm below the soil surface. The model simulation included a decay rate from the
parent compound (1,3-D) to the alcohol and acid degradates. Because the environmental fate
data on the degradates is incomplete, EPA used assumptions based on 1,3-D’s environmental fate
in generating estimates in surface water through modeling.

EPA compared a variety of modeled and monitored results to test the veracity of the
model. The maximum reported concentrations of 1,3-D, 3-chloroally! alcohol, and 3-
chloroacrylic acid detected in the Florida ground water monitoring study were: 21.6 ppb, 13.5
ppb, and 8.79 ppb, respectively. Maximum surface water concentrations of 1,3-D and 3-
chloroally! alcohol/ 3-chloroacrylic acid (combined) estimated from the PRZM/EXAMS model
were: 1390, and 24 ppb, respectively. The average annual surface water concentrations (based on
a 36 year mean) of 1,3-D and its degradates estimated from the PRZM/EXAMS model were
0.801 and 0.340 ppb, respectively. Average annual concentrations of 1,3-D and its degradates in
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ditch water from the Florida small-scale prospective monitoring study could not be calculated
from the limited monitoring duration (the maximum concentration of 1,3-D was 1.8 ppb).

The discrepancy between model estimates of the maximum concentrations in surface water
and the monitoring data reflect, in part, the fact that they address different transport pathways.
However, the larger problem with the models is that they are not well-suited to track volatile soil
incorporated fumigants through the soil to air and water resources, Based on the data base as a
whole, EPA believes once 1,3-D enters surface water, it degradess rapidly due to its chemical
properties. Thus, the fate and concentrations of the degradates become of primary concern, EPA
does not have a complete data base to determine whether run-off is a significant pathway, and
thus Dow AgroSciences is conducting a run-off study to track whether 1,3-D is available for run-
off. 1t should be noted that concentrations of the material in the ditch water fell below detection
limits within five days after application in the Florida study; however, the presence of 1,3-D in the
ditches was not reflective of the run-off process, since no run-off generating rainfall events
occurred prior to its appearance in the ditch water.

) Drinking Water Exposure Estimates

EPA is using the results of the Florida and Wisconsin studies to deri elg\mund water
concentrations to quantify exposure to 1,3-D and its degradates in ikj m éatel EPA has
estimated dietary exposure to 1,3-D via drinking watel g\,@&& 3] '}ﬂ and a daily water
consumption value of 2 L/day for adult males al Qﬁ%i:? \g ig its of 70 kg and 60 kg,
respectively, and 1 L/day consumpt;o)eém gc with a 10 kg bodyweight, The
following equation used to e).p through drinking water for adult males is
provided as an @«@ﬂe ho%@??ﬁ Glen ated exposme to 1,3-D and its degradates in drinking

water: N 0.

Exposure (mg/kg/day) = (concn. pg/lY2 L./dav)( 0.001 mg/ug)
(Adult male) 70 kg adult body weight

Chronic exposure estimates for 1,3-D, its degradates and 1,2-D based on time-weighted
mean concentrations detected in ground water from small-scale prospective studies are provided
in Table 4 below.
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Table 4. Chronie Exposure Estimates for 1,3-D, Degradates, and 1,2-D based on Time-Weighted Mean Concentrations (TWRMC) from Prospective Ground Water
Studies. Exposizes are presented in my/kp/day.
Populations Compaund FLORIDA PROSPECTEVE STUDY (365 days) WISCONSIN
PROSPECTIVE STUDY
(after 337 days, on-site wells)
10-ft wells 70-ft wells 10-t wells, 100" off-site shallow aguifer (15-22 f)
TWMC Exposure TWMC Exposure TWMC Exposure® TWMC Esposure
L ua/l kg/L pg/L
Adult males 1,3.D 030 86x10° 0.04 L1x 10" 0.026 134 igxl10?
Adult females Ix10? 13x10¢ 4.5x 10
Infants & a0 4x 19 135107
Children
Adull males A-chloroacrylic 0.31 gsx10f 0l 3lx 10 0.025 47 25x% 10°
alcohol .
Advult femnales Ixl0® déxlo* 2.9% 107
Tnfants & . b I 8.7x 107
Children 2
Adult males 3-chloroacrylic 0.54 L5x 107 0.03 86 x 107 0023 136 39x10°
acid
Adult females 1.8x 10° 1x §0¢ $5x 10
Tnfants & 54x10% 3x10* EP A s
Children ‘,G' W N-H, 7
Adull mates 13-D+ L15 33x10° 0.17 4,9 % 5\ c % 30 2\ 3‘5’7 1x 107
Degradates . d ax\ g
Adult Females 38x10° ( B\O\ 6% 103 aw(\\) 12x16°
Infants & C e \@X 10% ‘(\‘\\' eﬂ\ @ik 36x 107
Children \n ,-’I g( (
Adujt males 12-DC\\6 {ﬁ,&6 6(1 x40 0.06 17x to* Na 1.69 49x% 10
Adult females NO- 73x 10° 2x 10 56 10°
Infants & 22x10° 6x10% 1.7x 107
Children

* - note these wells were not used for risk assessment purposes, therefore, TWMC values are only presented to compare to levels found in other wells,

Limited surface water monitoring data from the Florida prospective study suggest that
1,3-D may migrate to surface water by transport pathways other than run-off. However, because
information regarding potential 1,3-D migration to surface water is limited, and because 1,3-D is a
volatile fumigant not well suited to the PRZM/EXAMS model, the concentrations of 1,3-D and
its degradates derived from the model will be compared to drinking water levels of comparison,
That is, they will not be used to quantify a drinking water risk associated with residues of 1,3-D
and its degradates in surface water,

As noted previously, the Office of Pesticide Programs developed drinking water Levels of
Comparison (DWLOC’s) as a way to evaluate the concentration of a pesticide in drinking water
that would be acceptable as an upper limit (i.e. no greater than 1 x 10°® lifetime cancer risk or
100% RfD) in light of total aggregate exposure to that pesticide from food, water, and residential
uses (if any). While there are no exposures from food or residential uses, EPA has decided it is
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appropriate to aggregate inhalation and oral (drinking water) exposures. EPA calculated
DWLOC values for chronic (RfD) and cancer (Q,*) endpoints,

(viy  DWLOC/1,3-D plus Degradates

The RfD for 1,3-D (plus degradates) was used to calculate a Drinking Water Level of
Comparison (DWLOC) for non-cancer, chronic effects. The DWLOC,, .. is the concentration
of 1,3-D in drinking water consumed daily over a lifetime that, as part of the aggregate chronic
exposure from all sources (food, water and residential), occupies no more than 100% of the RfD.
The DWLOC, ;0 for 1,3-D plus the degradates is 875 ppb for the total US population, 750 ppb
for females 13+ years old, and 250 ppb for children. Note there is not an inhalation component
because no chronic, non-cancer endpoint was identified and thus no risk assessment was required.

The PWLOC,, ... for 1,3-D plus degradates was calculated using the following formula:

DWLOC 40, = chronic water exposure {1.3-D + degradates) (mg/ke/day)(body weight kg)
{water consumption, L/day)(10° mg/ng)

where chronic water exposure = RfD (because there is no exposure to l ,3-D vja food); water
consumption is two L/day for adults and one L/day for children; and Eﬁt is 70 kg for
total US population, 60 kg for females 13+ years old, an%\({,@(ﬁh hlldxf@’ljo 6 years old.

\C

The oral Q,* for 1,3-D was useé@ﬁh@\q(% %Qm@éfm cancer effects associated with
exposures to 1,3-D plus theqig;’\&@a es. T cancer 18 the concentration of 1,3-D in
drinking water (ﬁekﬂl m‘%me that is associated with a 1 x 10" cancer risk from all
exposures. As ?’gp@ﬁ@}s n this document, EPA has developed two DWLOC’s for 1,3-D
(plus degradates).\ Because the cancer risk associated with inhalation exposures at the 300 feet
buffer is above 1 x 10, the DWLOC for water exposure is zero. Although calculated inhalation
risk estimates for residents who live near treated fields are above 1 x 10, EPA believes these
estimates are overstated because all mitigation measures which are on 1,3-D labels have not been
factored into the assessment.

For the general population (those living more than 300 feet from treated fields), the
DWLOC,,.,, for 1,3-D is 0.3 ug/l. (ppb). Because there is no dietary (food) exposure to 1,3-D,
individuals could be exposed to 8.2 x 10 mg/kg/day of 1,3-D in drinking water before EPA’s
fevel of concern (1 x 107 cancer risk) would be exceeded. See section 111D, iv for an explanation
of how EPA calculated risk estimates for cancer and how levels found in the ground water studies
compare to the DWLOC for cancer. As explained in section 11 B.3 b., there is an Office of
Water Health Advisory of 0.2 ppb which differs from the DWLOC of 0.3 ppb.

The DWLOC

cancer

for 1,3-D was calculated using the following formula:

DWLOC, ..., = {chronic water exposure (1.3-D + degradates), me/ka/day)(body weight)
{pg/L)(water consumption, L/day)(10? mg/ug)
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where chronic water exposure = 1x10®
oral Q,* of 1.22 X 10 (mg/kg/day),

water consumption is 2 L/day, and body weight is 70 kg,
(vii) DWLOC/1,2-D.

The oral Q,* for 1,2-dichloropropane was used to calculate a DWLOC for cancer effects
caused by 1,2-D. The DWLOC,,,.., for 1,2-dichloropropane is 1 ug/L. The inhalation exposure
studies did not monitor for levels of 1,2-D in air, therefore, the DWLOC only estimates oral
eXposlIres,

The DWLOC,,,... for 1,2-dichloropropane was calculated using the following formula:

DWLOC,,.... = {chronic water exposure, mg/ke/day)(body weight
{ug/L) {water consumption, L/day)(10? mg/ug)

where chronic water exposure = 1 X 10¢

oral Q* of 3.69 X 10 (mgkgfd'tg A

ral mption is 2 L/day, and body \
waler consump ¥ 0 6#\'%1{5 w 20&’{

il g
DWLOC’s can also be compared c@xﬁﬂ@%stlm @‘s nog,ate way to estimate and
characterize risks. Using PI&W dd@qi A (Iev;sed three scenarios to give 36-
year mean concent %@n\ﬁ n@ﬁ@' egladates in pond water and compared those to the

DWLOC’s for ¢ é)mc %ﬂ) @c:ty endpoints. DWLOC values were calculated for chronic
(non-cancer) effectd @r three subpopulations (U.S. population, adult females, and children and
infants), and calculated for cancer effects for the general U.S. population. Table 5 below provides
a comparison of the model estimates for three scenarios from Idaho, Mississippi and Georgia to
the DWLOC values for the general population..

Table 5. Estimated Concentrations of 1,3-D, 3-chioroallyl alcohol, and 3-chloroacrylic acid in Pond
Water (PRZM/EXAMS).

DWLOC
chronic

Subgroup 36-Year Mean (ug/l)

Polaloes 1))

___Tobacco (GA

US Population

Females 750 0.016 0.081 0,340
Children & 250 “ 0.061 0.438 1.141
Infants

Note the DWLOC for the cancer endpoint is 0.3 ppb, which would be exceeded for all
groups from the MS scenario and for all but females in the GA scenario.
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However, EPA does not expect 1,3-D concentrations to persist in surface waters long
enough to provide chronic exposures and recognizes that PRZM/EXAMS is not well suited to
tracking volatile fumigants. Estimated average concentrations of 1,3-D and its degradates, alone
or in total, are well below the DWLOC’s for chronic, non-cancer effects for the subpopulations of
concern. Estimated concentrations of 1,3-D, per se, are greater than the DWLOC for cancer
effects in two of the scenarios modeled. EPA has some concern that the degradates, being less
volatile than the parent compound, may persist in surface waters. Dow AgroSciences is
developing environmental fate and run-off data to show whether the degradates persist to pose
chronic risks,

C. Occupational and Residential Exposure
1. Summary of Use Pattern and Application Methods

There are no homeowner products containing 1,3-D. 1,3-D is a restricted-use pesticide
and thus only certified handlers are allowed to load and apply 1,3-D.

1,3-D is applied by injection below the soil surface at least 12 inches. The liquid 1,3-D
then diffuses through the soil spaces. 1,3-D may be degraded while in the soil gr it may volatilize
or migrate to groundwater. Occupational and residential/bystander i l@la E}‘(posme occurs as
a result of 1,3-D volatilization. Inhalation is the primary \{'f@@&\' )Eosu qﬂwmkem The rate
of 1,3-D volatilization is affected by applicatior ( g\l g?b&thod soil composition
(e.g, amount of clay and organic mattﬁag(aﬁﬂ &q‘r%n}\st)aﬂ\e\npelature and a variety of other
local environmental facto:sce(\\ ’{ aXC‘(\Ne

1,3-D is ie t&s&tﬁ)y two methods: row and broadcast. With both methods, 1,3-D is
injected 12-18 m(gig below the final sealed soil surface. The broadcast method uses one chisel,
Nobel (sweep) plow or plow-sole application equipment with one or more fumigant outlets. The
broadcast method requires the formation of a raised bed after the application, The row method
consists of either one or two chisels per plant row fo treat a band of soil where the crop is to be
planted. The row method involves forming beds at the time of application so that the fumigant is
placed at least 12 inches from the nearest soil/air interface.

1,3-D products do not require mixing, and are loaded into tanks which are attached to
tractors or application rigs directly from a bulk or mini-bulk container. Bulk loading from tanker
trucks is the predominant practice where custom applicators are the biggest users (e.g., the Pacific
Northwest). Mini-bulk systems are portable 1000-gallon "traveler" cylinders with dry disconnects
to prevent 1,3-D leaks. After applying 1,3-D, the user returns the mini-bulk container and any
remaining 1,3-D to the local distributor, who then sells the remainder or returns the mini-bulk
container for cleaning (note: cleaning and maintenance of bulk and mini-bulk containers are
regulated by OSHA and are not included in this exposure assessment).
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2, Exposure Mitigation Measures in Effect

Since 1992, numerous mitigation measures have been added to all 1,3-D product labels,
Specific mitigation measures for workers and area residents are described below.

a. Workers

The following table presents label measures that arve in effect to reduce exposures to
workers through the dermal and inhalation routes of exposure, The largest sources of worker
exposure, through leaks and spills, were addressed by the use of closed loading, equipment to
shut off 1,3-D flow at row-turns and respirators.

Table 6. Summary of 1,3-D Label Restrictions that Impact Worker Exposures
Regulatory Action Label Requirements
(effective date)
Registration Standard Precautionary Statements; Cancer Hazard Wamming; Classification
(1986) Change to Restricted Ese Pesticide; Reentry increased to 72 Hours*;
Clothing for Applicators and Handlers (Cove:alls* Chemical-resistant
Gloves and Boots, Liguid-proof Hat) - P\
1992 Label Amendments Lowered Mammum&ﬁ &&1 \f} lc? gSite‘;, Revised
(1992/1993}) Respirator t ; Clo equirements; Technology
{@Mi@l\ %g Application, Improved Product
gl \w;dsl}@ﬁa@aﬂlq
cen chw
Worker Pmtwt@ ‘@Qm\p 697 7 é)vcmlls Over Short-sleeved Shirt and Short Pants; Chemical-resistant
{August 1992 Gloves and Footwear; Chentical-resistant Apron (for Direct Handlers).
see 57 FR 38102) N0
1995 Label Amendments A Respirator Requirement for All 1,3-D Handlers (Except Those in
(1996) Certain Closed Cabs); Restricted Entry Increased to 5 Days; Soil
Moisture and Soif Sealing Requirements; Modified Application
Techniques and Lower Maximum Use Rates.

* Superceded or modified by later label measures,
b. Residents/Bystanders

1,3-D labels require a 300 foot buffer zone between treated fields and an occupied
structure where 1,3-D applications are prohibited. Other measures listed in the table above,
including use of the "traveler” mini-bulk loading system, reduced application rates, increased
injection depth, soil sealing, and soil moisture requirements, are also expected to reduce exposure
to residents and bystanders, although exposure reduction cannot be quantified (Carleton 1996a).
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3. Factors Influencing 1,3-1) Exposure

The label measures described above reduce, but do not do not completely prevent, 1,3-D
releases into the atmosphere. EPA believes that the greatest potential for release under current
labels is through the chisel trace that is left as 1,3-D is applied, and through off-gassing that
occurs for several days after application. For this route, local environmental conditions greatly
influence inhalation exposure to agricultural workers and residents/bystanders, Local soil
conditions, such as soil type, moisture, organic content, and soil temperature all influence the rate
of 1,3-D volatilization and subsequent exposure to workers or residents, 1,3-D product
application methods, including soil sealing, injection depth, and placement of injection shanks
influence the volatilization of 1,3-D). Local meteorological conditions, such as prevailing wind,
also influence air concentrations and exposure potential. Application rates may also influence
1,3-D volatilization, although a quantitative relationship between application rate and air
concentration has not been established. In addition, 1,3-D air concentrations may vary with time
after application. Peak 1,3-D volatilization generally occurs over the first 72 hours following
1,3-D application, although detectable levels are still present 14 days following application.’
1,3-1 exposure also varies with distance from treated fieids. 1,3-D air concentrations measured
125 meters from treated fields were 45 to 72 percent lower than air concentrations measured five
meters from treated fields (Carleton 1996). P A

4. Exposure Monitoring Studies -\,e(S\W N 0’[{

Dow AgroSciences performcd‘@w&%@%%n' oﬂ@\'k\t}%ies for both workers and for
residents who live near _treaﬁg@ﬁﬁ@g. M%ﬁt\‘@\f@ngstudies were required by the 1992 DCL. An
additional worke-l\s{@ﬂ}f% 0 (ggpﬂo%lmi-bulk "travelers” was submitted by Dow
AgroSciences in &9 ; vﬁlﬁicﬁ— ras incorporated into the worker risk assessment, but not the
residential assessthent. Studies used for the EPA Worker and Resident/Bystander Risk
Assessments are summarized below,

a. Worker Monitoring Studies

Personal air monitoring was conducted for product loaders, applicators, and re-entry
workers (MRID’s 42946201, 42845602, and 4880401). Air samples were drawn through
activated carbon sorbent tubes, using battery operated pumps to collect air from the breathing
zones of the workers at a measured flow rate. Samples were subsequently desorbed in an organic
solvent and analyzed by GC-ECD or GC-FID. For the loaders and applicators, two kinds of
samples were collected: four hour samples, and task-specific short duration (4 to 46 minutes)
samples. The four hour samples provided inherently time-weighted average air concentrations
over a major fraction of a work day, while the task-specific samples measured the air
concentrations associated only with high-contact activities. For product loaders, these activities
were the actual loading events. The 4-hour loader samples included the loading events, and the

!'In two of three residential exposure studies, peak Telone air concentrations occurred within 72 hours of application.

36



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 140 of 291

time spent on site between loading events. In the Ainger, NC worker monitoring study, only
short-term task specific samples were collected. Sampling occurred only when workers were
actively engaged in loading, Worker monitoring studies are described below and the data from
these studies are summarized in Tables 7 and 8.

> Moses Lake, WA Worker Study. October and November, 1992, Telone 11 was
applied at the maximum application rate of 25 gal/acre (252.5 Ibs a.i./acre) on a
field used for potatoes; soil type was sandy loam. Bulk loading was used, with dry
disconnects, which are common practice in the region. Application was by the
broadcast method.

> Buckeye, AZ Worker Study. March 3-10, 1993, Telone {I was applied by the
row method at the maximum rate of 12 gal/acre (121.2 Ibs a.i./acre) to a field used
to grow cotton; soil type was loamy sand. Bulk loading was used, with dry
disconnects. (The study also collected samples without dry disconnects, but these
data were not used for Reregistration because dry disconnects are now a label
requirement.)

> Ainger, NC Worker Study. April 3-5, 1995, Telone C-17 (i D plus
chloropicrin) was applied by the row method at a 1a§1 mately 10 gal/acre
(82 Ibs a.i./acre) to a field used to grow to %@(sbyt

o} '@'ﬁmot specified, This
study utilized the mini- buik delm \g@t gﬁ)@mences portable 1000-
gallon "traveler" yhn

u gmconnects End row spill control was
also used in @@Sﬁ@§ C\(\\\je

Not all ag’aal mon1t01 ing data were used for exposure assessment, Only data
reflecting the hbeﬂ qunements current at the time of testing were used (e.g., respirators, dry
disconnects, end-row spill control).

Biological exposure monitoring was also conducted on both sedentary human volunteers
(controlled study) and on workers performing typical tasks. Urinalysis was used to detect the
major 1,3-D metabolites (Levy 1993, McMahon 1993). These studies are described in detail in
the worker exposure assessment for 1,3-D (Mehta 1994b). The biological monitoring data were
not used in this risk assessment because an accurate correlation between urinary metabolite
excretion and the air monitoring data could not be made to estimate absorbed dose (McMahon
1993). The biomonitoring data showed 1,3-D absorption in the range of 72-82 percent; these
absorption estimates were determined to be minimum values after comparison with field trial data.
Absorption via the inhalation route was assumed to be 100 percent for the purposes of this risk
assessiment,

b. Resident/Bystander Monitoring Studies

The NC, AZ and WA studies (MRID 42845601) included off-site monitoring to assess
exposures to residents who live near treated fields. Residential/bystander monitoring studies
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involved air sampling for 14 days at various stations 5, 25, 125, 500 and 800 meters from a 1,3-
D-treated field (and additional sampling stations at 1200 and 1600 feet for the AZ site), Prior to
the initiation of the treatment, baseline air samples were collected at sampling stations located 500
meters from the treatment sites, The applications were conducted utilizing standard cultural
practices and equipment at the time of the study. Fields that were selected and treated were
isolated from all other known 1,3-D handling activities. Air sampling was conducted in all four
compass directions. EPA analyzed data for samples taken downwind from treated fields, as well
as for pooled data from all four directions (to account for shifts in wind direction). Air sampling
was conducted around the clock to account for day and night exposures, Greater 1,3-D ambient
air concentrations and volatilization rates were found at night (Mehta 1994a). However, only the
24-hour, time-weighted average air concentrations were used to estimate residential/bystander
exposures, due to a lack of individual time activity data on time spent in and around the house at
day and night.

Air monitoring was conducted directly above the treated field, and at distances of 5, 25,
125, 500, and 800 meters from the edge of the field, in each of four orthogonal directions (i.e.
N,S,E,W). All samples were taken approximately five feet above the ground, using battery
operated pumps to draw air through activated carbon sorbent tubes at a measured flow rate.
Samples were collected during the 1,3-D application at all sampling locations js\\cept directly
above the ficlds. After the application was finished, sampling began gt\qil a ons and continued
for 14 days post application. The first 24 hour peuod fol sé»\@g‘éﬁa}) 3“02@@— divided into six
4-hour samples. 1,3-D air concentrations were % du Rt 24-hours, The next 48
hours were divided into four 12- hom nw@)@n I?T ﬁay period was divided into

24-hour samples, one for ea@gﬁﬁ

ed W o7 aVC
At the ng@_ r 51te, the presence of a nearby cattle stockyard prevented the
collection of a sar 800 meters south of the treated field. However, at the Arizona site,

samples were collected at 1200 and 1600 meters from the field in all four directions, in addition to
the distances listed above.

Residential/bystander monitoring studies are described below.

> Phase 1, Moses Lake, WA, October 26 to November 9, 1992, Air monitoring
was conducted at 20 monitoring locations surrounding a 20 acre plot treated with
Telone II using the broadcast method at the maximum rate of 25 gal/acre (252.5
Ibs a.i./acre). Prior to the initiation of the treatment, baseline air samples were
collected at sampling stations located 500 meters from the treatment site. The 800
meter south samples could not be collected because a cattle stockyard was located
to the south of the treated field, The soil type was characterized as loamy sand.

> Phase 2. Harquahala Valley, AZ. February 16 to March 2, 1993, Telone 1l was
applied using the row method at a rate of 12 gal/acre (121.2 Ibs a.i./acre), imitating
an application for a melon field, Air monitoring was conducted at 28 monitoring
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locations surrounding the 20 acre plot treated with Telone 1. The soil type was
characterized as a sandy foam.

> Phase 3. Hookerton, North Carolina. December 7-21, 1992. Air monitoring
was conducted at 20 monitoring locations surrounding a 12 acre plot that had been
treated with Telone C-17. Telone C-17 was applied using the broadcast method at
a maximum label rate of 20 gal/acre (164 Ibs a.i./acre) for tobacco. The soil type
was characterized as a sandy loam.

Monitoring data from these studies are summarized in Table 7 below. Off-site monitoring
results are presented at various distances from treated fields. The monitoring data showed that
1,3-I> air concentrations peaked during the first three days following treatment and then declined
over a period of 14 days following treatment, which was the duration of the air monitoring. Data
from the resident/bystander study are presented in a way that captures this peak. Data are
presented as (1) the maximum 4-hour air concentration during the study, measured during the first
few days of treatment, (2) mean 24 hour air concentrations, (3) mean 7-day air concentrations,
and (4) mean 15-day air concentrations.

For each sampling station, the time weighted average (TWA) air c?é%S &ation was
calculated for the appropriate sampling period. This consisted of th n\th ean of the mean
daily air concentrations. For all except the on-site samp :Dt{\]ﬁ( aé ’lged the
concentrations measured during the appllcatlon ce from a treated field,
the mean TWA over all four dir ectlo}g lel%pﬁlﬂﬁﬁl ated for the appropriate
1§ 1e

monitoring period. The élﬁtf@@@ g E“N& n pooled, and an overall average for each
distance was calgr &@;ﬂgd a set,
1 A-
\ \ (\
Table 7. 1,3-D Air Concentl ation Monitoring Data for Agricultural Workers
Air Concentration {(pg/m*)
Activity Sample Duration Study sites Total reps. Range Meai Nadii
Loading * 4 hr WA, AZ 10 ¥77-5932 1,631 623
Loading ® task only WALAZ 10 526-32490 10,833 4,860
Loading * task only NC 12 52-1180  4do6d 442
Application® 4 hr & task WA, AZ, NC 28 43-6581 1,359 1,150

*With use of dry disconnects
bWith use of end-rov spill control
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Table 8. Offsite Air Monitoring data

Distance Study Site Max. 4-hour Max conce, Mean cone. Mean conc.
from treated Cong. 24 hour TWA 7 day (ug/m®) 15 day (pg/m®)
field {m) {pg/m?) (pg/m?) numbersin  numbers in
bold indicate hold indicate
mean levels at mean levels at
that distance that distance
for the 3 for the 3
studies studies
1600 AZ 90.9 23.3 32 2.4
1,200 AZ 157.7 46.0 5.6 3.8
800 AZ 215.9 62.9 9.7 6.5
WA 171.9 79.7 21.0 14.6
NC 63.2 10.8 1.4 1.3
10.7 7.5
500 AZ 482.2 140.4 18.6 11.8
WA 183.0 91.7 24.1 17.2
NC 92.1 16.0 22 1.5
15.0 10.2
125  AZ 1709.5 579.3 92.0 & 1Ay A
Edgeof 521.3 278.2 Q,e(S\W 4 'ﬂ
buffer zone
NC 281.0 384 \ca v 30,
10\00 a
¢ fof %) 0 33.9
25 a cene : \smed 196.0 1124
WAC\\ed \ ,fq)g?’(’{ Gt 74.9 62.1
LENYY VA 4043 222.9 26.2 15.1
99.0 63.2
S AZ 1592.6 1278.2 184.8 104.7
WA 351.0 235.5 91.7 73.6
NC 671.2 343.7 38.3 21.7
104.9 66.7
onsite AZ 2316.4 1067.1 3i54 171.1
WA 351.0 266.2 1513 115.5
NC 339.9 261.9 75.6 40.4
180.8 109.0
5. Exposure Estimates Used for Risk Assessment

EPA based its risk assessment on [,3-D air concentrations measured in the monitoring
studies described above. Only inhalation exposure was estimated; dermal exposure is expected to
be negligible because of 1,3-D’s volatility and the protective measures on 1,3-D product labels.
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Because the number of monitored replicates at cach site was small (5 to 13), EPA pooled
the results from different sites to obtain the largest possible sample sizes for each exposure
scenario. Tables 7 and § present a sumunary of the pooled data on air concentrations from these
studies.

For intermediate-term worker exposure, the 4-hour samples were used to calculate the
mean air concentrations over all pooled replicates. Separate inhalation exposure estimates are
provided for custom loaders and applicators, because different individuals perform these tasks.
However, for growers, EPA assumed that the same person conducts both loading and application
of 1,3-D. Since growers presumably spend most of their work day engaged in application rather
than loading, intermediate-term exposures estimates for growers were based on the air
concentration for application rather than loading. All worker air concentration estimates were
adjusted using a protection factor of 0.10 for respirators.

For intermediate-term residential/bystander expostre, a time weighted average (TWA) air
concentration was calculated for the first eight days of exposure only (day of application and the
first seven days of a 14-day study). These are the mean 7-day air concentrations in Table 8, which
were used to calculate intermediate term MOE’s,

For lifetime residential/bystander exposure, the TWA air conc re n%as calculated for
the entire sampling period for each monitoring statlon TQRI\‘IFQ&S, @1 ge was the
arithmetic mean of the mean daily air concentt e?o -sife Samples this
calculation included the air concentmt;‘%'»@ B& ?{
was normalized over a 24 l d aa& 8 d into an overall 15 day TWA (the day of
application plus Qé o& ﬂ("{g,ﬁ ince samples were not collected above the fields during
the application (fs 'K_ e TWA covered only the 14 day period after application,

apphcatlon process. This value

For each distance from a treated field, the mean TWA over all four directions (N, S, E, W)
was calculated for the entire monitoring period. The data for all three sites were then pooled, and
an overall average for each distance was calculated for the entire data set. These values appear in
Table 8 under the heading of “Mean conc. 15 day” air concentrations. Subsequent cancer
calculations took account of the differing numbers of days used in calculating the mean air
concentrations at the different distances, by assuming 14 days of exposure for the on-site
concentration, and 15 days for all the others.

To calculate intermediate-term exposures, a similar calculation was performed, except that
for each distance, a TWA air concentration was calculated for the first eight days only (day of
application plus the seven days following). These values appear in Table 8 under the heading of
“Mean conc. 7 day” air concentrations. Intermediate-term MOE’s were estimated as the
intermediate-term inhalation NOEL of 0.091 mg/L (see Table 3) divided by the “mean 7 day”
1,3-D air concentration,

Exposures to agricultural handlers entering treated fields afier the five day REI were also
calculated using the on-site air monitoring data from the residential/bystander studies. For each of
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the three monitored sites, the TWA 1,3-D air concentration was calculated for the period
consisting of days 6-14 post-application. The resulting concentration was used to estimate cancer
risks to handlers entering treated fields.

Chronic, lifetime exposures to workers and arca residents were expressed as lifetime
average daily dose (LADD). The LADD of 1,3-D was calculated according to the following
formula:

LADD (ing/kg/day) = [(air concentration, pg/m*}mg/1000 pg)(ventiation rate, mY/hr}(lu/day)
{daysiyr)(1 vi/365 days)(yrs exposed/70 yrs}]
70 kg boady wt

using the foliowing values for workers and residents/ bystanders:

Workers Residents/Bystanders
Ventilation rate .74 m*h (light work) 0.81 m¥h
Lifetime Exposure 30 years, grower, 30 years

20 years, commercial
Average Lifetime 70 years 70 years EP P\
Exposure Duration crop specific 16 h/day \ D \18‘5\ 2)0 203—’{
Exposure Frequency crop specific ( B\@\Q%m&n%@f\:\&gfr

et

LADD’s for ¢ 1\1@3@1@1 ﬁz)?-hgeﬁmncﬁels were calculated by first estimating average
daily doses (Aiﬁ‘@ in /Kk@% rom the air concentrations. Information on days per year and
hours per day weipkibta,Sﬁed for each crop, state by state, from Dow AgroSciences' Use and
Usage Summary Report. However, for loaders, the report lists only the total hours per day spent
actively engaged in loading (0.5 to 1.25 hour/day), not total hours spent on site, To estimate
ADID>’s, the Agency therefore assumed loaders to be on site for the same number of hours per day
as the applicators (5 to 10 hour/day, depending on state and crop),

LADD’s for growers assumed that the majority of the work day is spent applying 1,3-D,
and only as much time as is required to load the tank is spent engaged in loading. Therefore, the
4-hour samples were used in the calculation of the portion of the exposure resulting from
application, and the task-specific samples were used to calculate the exposure incurred while
loading (because 4-hour samples were not collected for the mini-bulk study, the Agency made the
assumption that for the use of mini-bulk cylinders, the task-specific loader air concentrations are
experienced for the duration of a work cycle). The loading and application exposures were then
added to estimate the total exposure for these individuals. Information on hours per day and days
per year for each activity were obtained from the Dow AgroSciences’ Use and Usage Summary
Report. For growers, the Agency assumed that the same person conducts both loading and
application of 1,3-D.
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Exposure estimates for residents/bystanders were based on pooled data to account for
random shifts in wind directions. For residents/bystanders, the Agency also assumed 16
hours/day spent in and around the house. EPA assumed 1,3-D air concentrations to be the same
indoors and outdoors, in the absence of indoor air monitoring data. Exposure estimates for
residents/bystanders are provided for individuals who remain at a fixed distance from a treated
field, The LADD for workers was adjusted using a protection factor of 0.10 for respirators.

D, Risk Assessment
EPA expects both occupational and residential/bystander exposure from the use of 1,3-D,
Residents and bystanders near Telone-treated fields are exposed via ambient air. Dietary
exposure may occur through drinking water, but is not expected from food sources. Exposure
can occur by the inhalation and oral (drinking water) routes, but not is not expected from the
dermal route of exposure based on use patterns and label requirements for 1,3-D use.
1. Dietary Risk and Characterization

a. Food Source

No dietary risk assessment was performed for 1,3-D, becaus Q,leELPI s are found in

foods. Telone products are pre-plant fumigants which ble q,:exﬁh Q)a_;ﬂl thus are not
available for uptake by plants. The at- plant ire Qﬁ;g@@cﬁ s%&ws that the fruit, which
are borne three years later, do not con 1€a 6361@ d residues,
el
cent wed
C\\ed’ \(L ﬂfﬁll%(mter Source
1

NO- (i) Acute Drinking Risk

No acute toxicological endpoints were identified for 1,3-D exposure for acute or
subchronic time duration. Therefore, no acute or subchronic drinking water risk assessment was
conducted.

For 1,2-D, EPA’s Office of Water has a children's 10-day health advisory of 0.09 mg/L
(90 pg/L or 90 ppb). The maximum concentration of 1,2-D found was 1.3 pg/L (0.0013 mg/L) in
the Florida study and 3.9 pg/L (0.0039 mg/L) in the Wisconsin study. Because the maximum
concentration of 1,2-D found in the prospective ground water monitoring studies does not exceed
the 10-day health advisory for children, it is not considered to be of concern.

The Maximum Contaminant Level (MCL) for 1,2-D is 0.005 mg/L (5 pg/L.), The
maximum concentration of 1,2-D in the Florida study on-site wells was 1.3 pg/L in shallow wells
and in the Wisconsin study was 3.9 ng/L.. Therefore, the levels of 1,2-D found in the prospective
studies do not exceed the MCL and are not considered to be of concern,
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(ii) Short and Intermediate Term Drinking Water Risk

For 1,2-D, EPA’s Office of Water has established a 10-day health advisory; the
concentrations of 1,2-D in the water monitoring studies were compared to the 10-day health
advisory for 1,2-D. Concentrations of {,2-D in groundwater did not exceed the 10-day Health
Advisory of 0.09 mg/L or the MCL of 0.005 mg/L and are not of concern. In the Florida study,
the peak groundwater concentration in on-site wells of 1,2-D was 1.3 pg/L (0.0013 mg/L). In the
Wisconsin monitoring study, the peak groundwater concentration of 1,2-D was teported to be 3.9
ug/L (0.0039 mg/L).

(iii) Chronic Drinking Water Risk as % RfD

For 1,3-D, EPA has determined that the oral RfD should be 0.025 mg/kg/day, based on a
NOEL of 2,5 mg/kg/day from a 2-year chronic/carcinogenicity study in rats and an uncertainty
factor of 100.

The chronic drinking water risk is calculated as a percent of the R{D taken up by drinking
water. As stated previously, groundwater is expected to be the only source for chronic drinking
water exposure to 1,3-D.

p P A

The following calculation was used: D\\' e(S\ V 20'3_’{

co
% RfD = _ ( Drinking Water Exnosm@(m&@é?a%\) 9(\1
RID of 0
e0 \0 @ém@ &"“‘\'e

Time-we md ayém}g)g,mund water concentrations from the prospective ground water
monitoring studie re used to estimate risk as a percentage of the RfD), Chronic drinking water
exposure was compared to the RfD for the total U.S. population (as represented by adult males),
adult females, and infants/children. For the exposure scenario using ground water monitoring
data from the Wisconsin prospective ground water monitoring study, chronic exposure to 1,3-D
for the total US population is 40 percent of the RID, for adult females chronic exposure is 48
percent of the RfD, and for infants/children (the most highly exposed sub-population) chronic
exposure is 144 percent of the RfD. Dietary and drinking water exposures below 100 percent of
the RfD are generally considered not to be of concern. Chronic (non-cancer) risk estimates based
on exposure to 1,3-D in drinking water are presented in Table 9 below.

Risk estimates for drinking water associated with chronic, non-cancer effects were not
calculated for surface water because the available monitoring information on 1,3-D and its
degradates in surface water is inadequate (does not provide a long-term average concentration
value, ie,, a time-weighted mean concentration or information on whether run-off would
contribute to surface water levels). No RfD was available for 1,2-D; therefore, a chronic drinking
water risk assessment was not performed.
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Table 9- Risk Estimates for Chronic Effects (non-cancer) of 1,3-D and 1,3-D + Degradates as a
%R D based on Maximum Exposure Calculated from the Wisconsin (up 1o day 337 from on-site
wells of 2-Year Study) and Florida Prospective Ground Water Study Data.

Wisconsin Prospective Ground Water Study (15-22 feet deep wells)

Populations Compound Exposure {mg/kg/day) % RfD
Adult males Telone + degradates 1 5807 40
Adutt females 1.2 x 107 48
Infanis & Children 36x10° 44

Florida Prospective Ground Water Study (10 feet deep wells an site)

Populations Compound Exposure (mg/kg/day) % RfD

Adult males Telone + degradates 33x 10 <0

Adult females 38 x 10 <10

Infants & Children 1.2 5 1 <1.0

Tlovida Prospective Ground Water Study (70 feet deep wells on site)

Adult males Telone + degradates 49 % 10° <l.0\,&y \. E\) [
Adult females 36x10° ;) oW 851(8{)1 20, 20“
Infants & Children % E‘\.\'O]\O?‘lgnn yanye, s

et s o™

: ! cett W
C\’&ed AA—Q)@7’{ (,aércinogenic Risk from Drinking Water

The Agencv estimated cancer risks associated with dietary exposure to [,3-D via drinking
water from ground water sources. Appropriate and reliable monitoring data for surface water
were not available. Cancer risks were estimated for the total US population only, because the
Agency has insufficient information to estimate lifetime drinking water consumption (or cancer
risk) for subpopulations of varying ages and reproductive status.

Cancer risk estimates were calculated using the following equation:

Cancer risk = (chronic drinking water exposure, mg/kg/day) x Q,*, (mg/kg/day)"

Chronic drinking water exposure values are derived from time-weighted mean
concentrations of 1,3-D, its degradates, and 1,2-D) detected in the Wisconsin and Florida
prospective monitoring studies,

The oral Q,* is 1.22 x107' (mg/kg/day)” for 1,3-D and 3.69 x 107 (mg/kg/day)” for 1,2-D.

Note there is a separate Q,* for 1,3-D via the inhalation route of exposure, which is discussed in
the following section.
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Cancer risk estimates were derived from both the Florida and the Wisconsin study based
on total concentration of 1,3-D and the degradates, 3-chloroallyl alcohol and 3-chloroacrylic acid
(assuming that the degradates have cancer potency equivalent to 1,3-D ). Lifetime cancer risk
estimates from wells located on-site are estimated to be from 4 x 10 (Florida) to 1.2 x 10?
{Wisconsin). The new 1,3-D labels prohibit use within 100 feet of a drinking water well, so these
risks are likely overestimates.

Both prospective ground water monitoring studies included limited monitoring in off-site
wells located down gradient from the treated ficlds. The studies were underway when the
registrant proposed the 100 no-treatment buffer from drinking water wells, and as such, the study
could not be modified to assess human exposures with this buffer. In the Florida study, time
weighted average (TWA) concentrations of 1,3-D plus its degradates in the on-site wells (10'
deep) were 1.15 ppb. TWA concentrations of 1,3-D plus degradates measured in wells located
100 feet down gradient from the treated field were 0.074 ppb. In the Wisconsin study, on-site
wells yielded TWA concentrations of 1,3-D and its degradates of 357 ppb while concentrations in
a well 65' down gradient from the treated field were 26.6 ppb, Although neither of these studies
was designed to quantify offsite exposures, results in both studies indicate that exposures were
fower with increasing distance from treated field.

Dow AgroSciences has agreed as a condition of reregistratio ondp, CEIPC'P\ t tap water
monitoring studies to better estimate current concentrati Q@l(g\ 'md ggya’ﬁates in drinking
water. Sampling will be targeted to high-use a Om &&?'@ emce the new labels are in
effect in August of 1999. EPA ehpeci&jb&& @% How better characterization of
risks including the 10&' setl@@({‘é@ ir ﬂ‘?ﬂ\'@ 1g water wells now required on the iabel,

\}

Drinkin Waetel aﬁhcére?isks were not calculated for surface water because the available
monitoring mfouﬁé@on on 1,3-D and/or its degradates in surface water is inadequate (since it
does not provide a long-term average concentration value, i.e., a time-weighted mean
concentration) for use in a chronic exposure assessment to estimate cancer risks. The Agency
believes that continued chronic exposure to 1,3-D is unlikely because 1,3-D is likely to dissipate
rapidly from surface water via volatilization, making chronic surface water exposure unlikely.
The potential for chronic exposure to the degradates is expected to be greater, since they are
likely to be less volatile than the parent. As mentioned in the previous section, Dow
AgroSciences is conducting a run-off study to investigate whether there is a potential for
substantial exposures via surface water. Drinking water cancer risk estimates based on ground
water data for the contaminant 1,2-D range from 6.3 x 10® to 1.8 x 10°%. Cancer risk estimates
for on-site drinking water wells are summarized in Table 10 below.
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c. Dietary Risk Characterization

The dietary risk assessment is based solely on exposures through levels in ground water;
no exposure is expeeted from foods planted in 1,3-D-treated soils and there is insufficient data to
quantify whether surface water could contribute to dietary risk. Based on the results of the
prospective ground water studies in Florida and Wisconsin, the Agency believes that 1,3-D, its
degradates, and 1,2-D can migrate to ground water under certain conditions. 1,3-D levels can
persist in colder arcas and levels of the degradates persist even in warmer areas. In estimating
cancer risks, the Agency is making the assumption that Telone and its degradates’ concentrations
are of equal toxicity (and carcinogenicity).

The results of the prospective ground water study in Wisconsin confirmed EPA’s
hypothesis that 1,3-D could pose unreasonable risks under certain conditions where temperatures
are fow. The Wisconsin site was chosen based on its higher-end vulnerability characteristics
(ground water less than 20 feet from the surface, porous soils and very cold climate). Levels of
1,3-D plus its degradates in wells located within the field were associated with lifetime cancer risk
estimates of I x 10 and levels in the off-site well were elevated even after a year. Given this high
estimate, EPA has determined that nothing shert of a prohibition will piotect areas similar to the
Wisconsin site. As of October 1, 1999, all 1,3-D labels will bear prohj h{FIOES it eltam northern
tier states where ground water is less than 50 feet from th \J! ’§_1ls are porous
(Hydrological Type A). Dow AgroSciences hd §‘@tc ltﬁ)@@p waler monitoring in
Michigan and Connecticut, which are C’{Hﬁ a3 %Q% “ﬂg&m\éé ility characteristics that are less
extreme than those at té;e\W@:@ﬂ'i@ 1% (C \(\\\]e

1

EPA beli fes th &eﬁs@?ﬂoﬁda are also vulnerable to ground water contamination from
1,3-D use. Based e p:ospecttve ground water study conducted in Florida, EPA believes that
residents who tap wells into shallow aquifers in the vicinity of treated fields are most at risk. The
study results show that on-site wells with levels of 1,3-D and its degradates were associated with
risk estimates of 4 x 10%to 3 x 107 in shatlow wells, The off-site well was located approximately
100 feet from the {reated fields and showed levels considerably less than those found in the on-site
wells (1,15 ppb onsite compared to 0.074 ppb off-site). To confirm the results of the prospective
ground water monitoring studies, Dow AgroSciences has committed to conducting tap water
monitoring in two distinet agricultural areas in Florida: northern Florida and in the Biscayne
Aquifer (Dade and Broward counties) once use expands to that area.

EPA also looked at other sources of ground water monitoring to determine whether
additional prospective ground water monitoring studies should be required. Based on the EPA
Pesticides in Ground Water database and the USGS NAWQA study, EPA believes that 1,3-D
does not present risk of widespread ground water contamination. Rather, the data base on
ground water monitoring supports developing label restrictions to prevent localized
contamination. Dow AgroSciences is conducting additional tap water monitoring in the Pacific
Northwest, the Southeast, Nebraska and Florida to suppert 1,3-D registrations under labeling as
specified in this document.
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Based on 1,3-D’s chemical properties and pattern of use (i.e. soil injected), exposure from
surface water is not expected to be significant. However, various models, as well as the results of
the Florida study showing detectable levels in nearby ditches, support the need for a run-off study.
Dow AgroSciences is also conducting other data on the environmental fate and ecotoxicity of the
degradates, together with the run-off study to confirm that surface water residues are not a
concern, or to provide data that allows EPA to characterize and address any potential concerns.

The Agency notes that the models used to estimate surface water levels are not suitable
for tracking volatile soil fumigants through the environment; thus, EPA views the model results as
highly uncertain, See sections ITLE. 1. and 2. for more details on these models and the water-
related studies assessing 1,3-D levels in the environment.

d. Occupational and Residential/Bystander Inhalation Risk
Characterization

Estimates of intermediate-term systemic risks and excess individual lifetime cancer risk for
custom operators, growers, and area residents/bystanders are given in Tables 11, 12, and 13.

(i) Risks from Intermediate Term Iuha{gtﬁ\m Exposure

For intermediate-tesrm worker MOE’s, the 4-hou ?\\@e‘ﬁ%\y us &ga!cu]ate mean air

concentrations over all pooled replicates. Tabie§6 '(ﬁaa- q nercial “for-hire”
&ﬁfﬁ es, respectively, derived using

handlers and private handler (glowei} a‘e@)@&a an ng
these values, Ce

e

Table II pr Q_Pﬁé éfxposme and risk estimates for commercial handlers who handle
1,3-D, based upon 1e air concentration values listed in Table 7. Intetmediate-term MOE's for
commercial handlers were calculated as the ratio of the intermediate-term inhalation NOEL to the
mean air concentration (adjusted by a 90 percent protection factor for wearing a respirator),

(ii)  Cancer Risks from Lifetime Inhalation Exposure

Cancer risks for commercial “for-hire”™ handlers were calculated by first estimating average
daily doses (ADD’s) in mg/kg/day, from the air concentrations. Information on days per year and
hours per day were obtained for each crop, state by state, from Dow AgroSciences' Use and
Usage Summary Report. However, for loaders, the report lists only the total hours per day spent
actually engaged in loading (0.5 to 1.25 hour/day), not total hours spent on site. Therefore, to
estimate their ADD’s, the Agency therefore assumed loaders to be on site for the same number of
hours per day as the applicators (5 to 10 hour/day, depending on state and crop).

Table 12 presents exposure and risk estimates for growers who handle 1,3-D, based upon
the air concentration values listed in Table 7. For growers, the Agency assumed that the same
person conducts both loading and application of 1,3-D products. Since growers presumably
spend most of their work day engaged in application, rather than loading, intermediate-term risks
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(MOE’s) for growers were estimated using the air concentration for application rather than
loading.

Cancer risks for growers assumed that the majority of the work day is spent applying
1,3-D and only as much time as is required to load the tank is spent actually engaged in loading.
Therefore, the 4-hour samples were used in the calculation of the portion of the exposure
resulting from application, and the task-specific samples were used to calculate the exposure
incurred while loading (because 4-hour samples were not collected for the mini-bulk study, the
Agency assumed that the task-specific loader air concentrations are experienced for the duration
of a work cycle). The loading and application exposures were then added to estimate the total
exposure for these individuals.

Cancer risk estimates were calculated using the following formula:
Excess cancer risk = Q," X LADE

where Q," = 5.3 X 107 (mg/kg/day)’

and LADE = exposure (mg/kg/yvr) X 20 (custom) or 30 (grower) years

365 days/year 70 years P A
W ers' SN ’ZrOﬂ
The excess individual lifetime cancer ustq@e@@)epfm pational exposure range from
7.0 x 10 t0 6.1 x 107 for custom han S&Q&Q‘J 07 for private growers. These
values may be ovelestlma{e@gxaﬁge th q@@eﬁ)ecl certain mitigation measures which are
expected to red {@K\ Bt l%? a@g’lltlﬁed Generally, the Agency conmdeis risks of 107
or lower not fo be of co &n atefuily examines risks in the range of 10™ to 10 to seck ways
of reducing risks ﬁi\{ggt ‘to reregistration (Barolo, 1996). Risks that fall closer to 10™ where no
additional mitigation is available are judged against the benefits of the pesticide’s use. For 1,3-D,
worker risks have been mitigated to extent feasible and are considered to be overestimates given
that some label measures’ mitigation value cannot be quantified and included in the risk estimate,
In addition, the Agency considers the benefits of 1,3-D use to be high. Based on EPA’s policy,
the cancer risks of 1,3-D use for workers under current labels are considered to be acceptable,
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Table 13 presents exposure estimates for residents who live near treated fields.

Table 13. Residential/Bystander Exposure
Study Doses (mg/kg/day) Cancer Int.-Term
Distance Site(s) Risk MOE
fiom
treated ADD LADD
field (m)
1600 AZ 7.6 e-07 -3 1.7x 10° 2800
1200 AZ 2.9¢-05 -1 6.6x 107 1600
800  overall  5.7¢-05 -2 1.3x 10 8500
500 overall 7.7e-05 -3 1.8x 10° 6100
125 overall  2.6e-04 -1 59%10°¢ 1700
25 overall  4.8¢-04 -2 1.ix 107 920
5 overall  5.1e-04 -2 1.2x 107 870
onsite  overall  8.3e-04 -4 1.9x 10° 50 ,PP\

Shading d dge of buff d 300 fi fi dt b

hading denotes edge of buffer zone require Tom an occupied s ruc ur ee(s\\v 20,3"{
A buffer zone of 300 feet (app:omn (6\0193 maé (si\kﬂ%uu ‘ed between all occupied
structures and any field where J\,'\Bc@( i E&é’(ﬁ; ancer risks to area residents whose
homes are ad;acent tOle‘EG’ d'f a(C

The 1esrdepvbys}indel cancer risks may represent overestimates because individuals are
not likely to spend 16 hours/day at a fixed distance for 30 years, Most people in regions where
1,3-D is used are not part of this subpopulation (i.e. do not live at the edge of a buffer zone), and
are therefore presumed to be at somewhat lower risk. Also, the population of area residents
living at the edge of the buffer zone is expected to be small, according to limited 1992 population
survey data from Dow AgroSciences (Mehta 1994¢). The population survey of states comprising
95 percent of 1,3-D usage showed that there were approximately 1088 residences in the 17 states
where 1,3-D is used within one mile of 1,3-D treated fields (Mehta 1994¢). There are no data on
the number of people actually residing within 300 feet of treated fields.

Other risk-mitigation measures, including reduced application rates, increased injection
depth, mandatory soil sealing, and soil moisture requirements may also reduce exposure to
residents and bystanders, although the magnitude of this reduction cannot be quantified and
therefore cancer risk estimates are likely to be overstated.
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(iii)  Aggregate Exposure and Cumulative Risk

EPA has aggregated inhalation and oral exposures to 1,3-D. For 1,3-D, the aggregate risk
estimate would be calculated as follows:
cancer risk + cancer risk = aggregate lifetime cancer risk

halation exposure water exposure

In calculating aggregate risk, EPA has determined that a reasonable worst-case exposure
scenario would be comprised of the inhalation risk at the 300 foot buffer, derived from the
average of three air monitoring studies, and water exposure risk from the on-site concentrations
from the Florida study. EPA did not use the Wisconsin study values because as of
August 1, 1999, use in areas similar to this site will be prohibited. Thus the aggregate risk
would be:
=1x10°

6x10° +4x10°

inhalation exposure waler exposure

This aggregate cancer risk estimate, however, is based on assessments which contain
numerous uncertainties from both the inhalation and water routes of exposure. Those
uncertainties are detailed in section e. below, P A

e \ -
Section 408(b)}(2)D)(v) of the Food Quality %ﬁ\qﬁ&@}é@:l@ﬂﬁ, when

considering whether to establish, modify, or 1:evi)¢g'a rance,éﬁl@ icy consider "available
information" concerning the cumulat%vgg(f@%po a @Q\T@%}%es‘[mide‘s residues and "other
substances that have a chn@leiﬁ@laniSI \(QN&QI " The Agency believes that "available
information” in @ﬁgﬁté&\ ?}iﬁ}gﬂlﬂ:h@g not only toxicity, chemistry, and exposure data, but also
scientific policies a (é)t}l Redblogies for understanding common mechanisms of toxicity and
conducting cumulative risk assessments. For most pesticides, although the Agency has some
information in its files that may turn out to be helpful in eventually determining whether a
pesticide shares a common mechanism of toxicity with any other substances, EPA does not at this
time have the methodologies fo resolve the complex scientific issues concerning common
mechanism of toxicity in a meaningful way. EPA has begun a pilot process to study this issue
further through the examination of particular classes of pesticides. The Agency hopes that the
results of this pilot process will increase the Agency’s scientific understanding of this question
such that EPA will be able to develop and apply scientific principles for better determining which
chemicals have a common mechanism of toxicity and evaluating the cumulative effects of such
chemicals. The Agency anticipates, however, that even as its understanding of the science of
common mechanisms increases, decisions on specific classes of chemicals will be heavily
dependent on chemical-specific data, much of which may not be presently available.

Although at present the Agency does not know how to apply the information in its files
concerning common mechanism issues to most risk assessments, there are pesticides for which the
common mechanism issues can be resolved, These pesticides include pesticides that are
toxicologically dissimilar to existing chemical substances (in which case the Agency can conclude
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that it is unlikely that a pesticide shares a common mechanism of activity with other substances)
and pesticides that produce a common toxic metabolite (in which case common mechanism of
activity will be assumed),

EPA does not have, at this time, available data to determine whether 1,3-D has a common .
mechanism of toxicity with 1,2-D or other substances or how {o include this pesticide in a
cumulative risk assessment, For the purposes of this reregistration decision, EPA has assumed
that 1,3-D and 1,2-D do not have a common mechanism of toxicity,

- Uncertainties in the Risk Assessment and Risk
Characterization Summary for 1,3-D

The Agency estimated cancer risk to growers, custom loaders/applicators, and
residents/bystanders exposed to 1,3-D. Exposures via the dermal route were assumed to be
negligible due to 1,3-D’s high volatility and PPE requirements, Inhalation data were available and
deemed appropriate for quantitative risk assessment, and thus, route to route extrapolation was
not necessary for risk assessment. Oral and inhalation exposures were aggregated to develop risk
estimates for residents/bystanders.

There are numerous uncertainties associated with the studle eqi t&&ve]op exposure
estimates. Although the air monitoring studies were des @%5 %& "1 ‘es under normal
use conditions, the influence of local envnonmej % tlons, /ind, soil type and
weather patterns coupled with 1,3- %S Qj@t% lté) }&Q\Qed results. Results varied widely
not only between 51tes, but a sit Qléy- y-day basis. The inhalation exposure
estimates pr ovad q @’{a@?med from a limited number of monitoring studies per

site, which further “%ee@détﬁe uncertainty.

Where possible, the Agency has incorporated label mitigation measures into the risk
assessment, However, not all mitigation measures can be quantified. For example, the following
mitigation measures are likely to further reduce worker and residential exposures to 1,3-D and
associated cancer risk: reduced maximum application rates by 30-65% depending on the crop,
increased soil injection depth from 10" to 12", soil sealing, and shank placement, The actual
impact of these specific mitigation measures on reducing risk cannot be quantified with the
available data,

Some air monitoring data need to be considered carefully, since the results did not show a
reduction in exposure levels with certain mitigation measures, including use of enclosed cabs and
dry disconnects, measures which are known to reduce exposures. The monitoring data did not
show enclosed cabs to provide any reduction in exposure, possibly because applicators frequently
left the enclosed cab to perform various tasks during the application process. Therefore, the
1,3-D labels were modified to require a respirator if the worker leaves the enclosed cab during
application for any reason.
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Dry disconnects, which are couplers designed to prevent leaks and emissions during
fumigant transfers, appear to offer some exposure mitigation. Exposure reduction with dry
disconnects could be quantified with the short-term sampling data but not with the 4-hour
sampling data. The 4-hour sampling data suggest an increase in exposure with the use of dry
disconnects, which is counter-intuitive. The reasons are likely due to a low number of sampling
replicates and inherent variability in the study conditions.

There are uncertainties regarding practices of commercial operators. Exposure and risk
estimates provided assume that commercial operators treat only one crop. Risk may be
underestimated for commercial operators treating specialty crops in the Pacific Northwest.
However, the Agency also believes that custom operators are in a better position to train
personnel and maintain and update equipment, which results in better control over exposures to
1,3-D.

Some use practices have changed since the early studies were conducted, as have the laws
governing agriculture. Just as local environmental conditions affect 1,3-D volatilization,
individual growers’ decisions on application rate, application method, injection depth, and soil
sealing measures vary. For example, some growers use different application rates from year to
year depending on the level of nematode infestation. Actual land use is unp é%g g\able and is
ultimately driven by weather conditions, pests, and market plessu:es& Therefore, the inhalation
exposure estinates and assumptions used represent a SM\PBGW@ y{galrz(g exposures.

The residential risk ":ssessmel\)lr‘:@ba&\pon vé)@é\%m t?le three sites monitored (N.C.,
WA, AZ), though 1,3-D ail \e\\diﬁgent among the three sites. In addition, the
monitoring at th @(ﬁl\ W ﬂtﬂw@% using dram loading, which was the predominant use at
the time of the stuwul‘hﬂﬁ&ms since been phased out in favor of mini-bulk containers. Air
levels with drum loading are expected to be higher than the mini-bulk containers since closed
loading and dry disconnects (to prevent release of vapors) were not used with drums and since
loading 1,3-D into the tractor-drawn tank was more frequent because the 55-gation drums were
smaller than the 1000 gallon mini-bulk. A mini-bulk study was submitted in 1996, but was only
designed to measure worker exposures. Although higher levels were seen at the AZ and WA
sites, EPA expects that the levels from the N.C, site, and thus the average overall, would have
been lower had the mini-bulk system been used in the off-site monitoring,

For the water exposure component of the aggregate risk estimate, levels monitored from
on-site wells were used in the assessment. As of August 1, 1999, however, there will be a 100
foot no-treatment buffer between treated fields and drinking water wells. The prospective ground
water monitoring studies included limited off-site monitoring, which showed decreasing levels
with increasing distance from 1,3-D treated fields. However, studies with more sampling and a
study design to look specifically at levels in off-site wells would have to be conducted in order to
quantify any relationship between distance to treated field and levels in wells used for drinking
water,
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Despite the limitations discussed in this section, EPA believes that the air and ground
water monitoring are suitable for risk assessment. The studies were specifically designed to assess
exposures to 1,3-D, taking into account the unique chemical qualities of 1,3-D, as well as the
specialized 1,3-D loading and application techniques. However, the influence of a variety of
environmental factors, particularty in the air monitoring studies, confounded many results. Even if
additional data were required to address some of the shortcomings discussed above, EPA believes
it would be unlikely that the additional effort would significantly improve the assessment given
that confounding factors, such as wind and precipitation, could not be controlled under actual
field test conditions.

L. Environmental Assessment
1. Environmental Fate and Transport

1,3-D dissipates primarily through volatilization, leaching, abiotic hydrolysis, and acrobic
soil metabolism. Field volatility studies have shown that approximately 25 percent of the applied
1,3-D volatilizes during the two weeks after an application. Hydrolysis is temperature dependent
and there is an increase in stability at lower temperatures. At 2°C, for both pH 5.5 and 7.5, the
half-life of the parent was 90 to 100 days. Under aerobic conditions, half-lives ranging from 12 to
54 days were reported for the parent. The 3-chloroallyl "elcoho! i <Eb§ the main
hydrolytic degradation product and 3-chloroacrylic ac;d tl ﬁﬁggoblc ohte Laboratory
mobnhty data, in addition to ground-water mom@ @na 15.’5Qhea: ly demonstlaied that
1,3-D is highly mobile in soil. The FI%@ hQ }“}%}ents for 1,3-D were: K;=0.23 in
foamy sand, K= 0.32 in san@:@(d\@ clay &WE@E and 1 09,

cied " g1 &
N 0" a’LA lwlronmenta] Fate Assessment of 1,2-D

The formulated 1,3-D product contains from 0.1 to 0.06 percent 1,2-D. 1,2-D has a
vapor pressure of 42 mm Hg at 20°C, has a water solubility of 2700 ppm at 20°C, is fairly stable
to hydrolysis with a half-life of 77 days at pH 5.5, and has variable aerobic soil half-lives (41 to 69
days on four soils but stable in a sandy loam and a loam). With 1,2-D, photoreactions are also
minimal with a half-life of 313 days with respect to the (OH) radical and stable with respect to
ozone, Mobility studies give a strong indication of the extreme mobility of 1,2-D. Freundlich
adsorption coefficients for 1,2-D were K =0.12, K =0.16, K ,=0.05, K,=0.87 for the Fuguay
loamy sand, Metz sandy loam, Hanford loam, and the Wahiawa sandy clay loam soils,
respectively. In column leaching experiments using a Fuquay loamy sand with 0.64% organic
carbon, a total of 85.8% of the applied 1,2-D leached from the soil column. For the Wahiawa
sandy clay loam column with 2.32% organic carbon, a total of 73.2% of the applied was found in
the leachate. Thus, mobility was somewhat inversely proportional to organic matter content.

b, Degradation

Hydvrolysis. In buffered solutions at pH values of 5, 7, 9, the half-life of 1,3-D was 13.5
days at 20°C. A supplemental study at pH’s 5.5 and 7.5 showed that the half-life of 1,3-D was 90
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to 100 days at 2°C; 11 to 13 days at 15°C; and 2 days at 29°C. The chloroallyl alcohol is expected
to be the main hydrolytic product (MRID 00158442).

Another supplemental study gave these results: at pH values of 5, 7, and 9, the half-life of
1,2-D was 51 days at 10°C; 10 to 13 days at 20°C; and 3 to 5 days at 30°C. The chioroallyl
aleohol reached maximum concentrations of 32%, 72%, and 78% at 10°, 20°, and 30°C,
respectively, and appeared to be stable to further hydrolysis. Hydrolysis of 1,3-D is pH
independent and temperature dependent (MRID 00117050).

Photodegradation in Air. Both cis and trans |,3-D (purity > 94.8%) at (0.035 to 0.050
wg/ml did not degrade in borosilicate glass vials irradiated continuously for 30 days with a xenon
arc lamyp at 25°C and ambient humidity. After 30 days of irradiation, 95% to 98% of the applied
radioactivity was recovered, as 1,3-D and no degradates were detected. In the dark control at 30
days post-treatment, 86% to 92% of the applied was recovered as 1,3-D and no degradates were
observed. The study indicates that under these conditions, direct photolysis in air is not an
important degradative mode for 1,3-D (MRID 40390101).

Reactions of 1,3-D and 1,2-D with ozone (O,) and OH radicals were studied. The half-
lives of 1,3-D with respect to the OH radical were seven and 12 hours for the trans and cis
isomers, respectively. The observed degradation products we;e fou lgh WiGE é and
chloroacetaldehyde. The half-lives of the trans and ci :g @’ke pect to ozone
were 12 and 52 days, respectively. The observ @S{s wer 113@01:%01 ide and
chloroacetaldehyde, chloroacetic amd @3 1}6&5\\%‘: acid. The rate of photolysis

alone seems ms;gntﬁcant @é\ wn 1{11\?\ edﬁgve 61-4 experiment) relative to the reactions
of 1,3-D with o gg or 1,2-D the experiments also indicated that the only
significant loss ifT the ﬁtt’fg_d&pa‘e wou]d be a reaction with the OH radical, The half-life with
respect to the OH radical was 313 days. A half-life of 313 days for 1,2-D would indicate the
compound is sufficiently stable for worldwide long-distance transport (Tuazon, 1984).

Aerobic Soil Metabolism. The reported half-lives were 12 days in Catlin silt loam soil
and 54 days in Fuquay loamy sand soil. These major nonvolatile degradates were isolated from
the soils: cis/trans-3-chloroprop-2-en-1-ol (3-chloroallyl alcohol) and cis/trans-3-chloroprop-2-
enoic acid (3-chloroacrylic acid). Numerous naturally-occurring carboxylic acids were also
identified as degradates (MRID 42642301).

Anaerobic Soil Metabolism. In a silty clay loam soil at 15°C, the half-life of 1,3-D was
reported to be 9.1 days. Ina sandy loam soil at 15°C, the half-life was 7.7 days. In both a silty
clay loam and sandy loam soil, at 25°C, the half-life was 2.4 days. The observed degradates were
chloroacrylic acid, propionic acid, and an unknown (MRID 40025901)

(i Mobility

Column Leaching, The calculated Freundlich adsorption coefficients for 1,3-D were:
loamy sand K= 0.23; sand K= 0.32; clay K= 0.42 and 1.09. The average maximum K, values
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were 20 for sand, 25 for loamy sand, and 41 and 42 for two clay soils. In 30-cm columns of sand,
loamy sand, and Florida clay, -3-D leached when more than 25 inches of water were applied. A

total of 1.9% to 4.6% of the applied (unaged) radioactivity remained in the soils and 70% to 84%
was found in the leachate (MRID 40538901).

Aged Column Leaching. Aged (31 days) 1,3-D residues were very mobile, with 25.6%
to 32.0% of the applied radioactivity in the leachates of 30-cm columns of loamy sand soil. 1,3-D
and the degradates 3-chloroallyl alcohol, chloroacrylic acid, and composite carboxylic acids
(including acetic acid, oxalic acid, and propionic acid) were detected in both the leachates and the
upper 2-cm soil segment extracts.

Batch Equilibrium (1,2-D). Freundlich adsorption coefficients for 1,2-D were 0.12
(n=1.13), 0.16 (n=1.13), 0.05 (n=1.63), and 0.87 (n=1.07), with corresponding K s of 18.8,
23.5, 10.4, 37.5 for the Fuquay loamy sand, Metz sandy loam, Hanford loam, and the Wahiawa
sandy clay loam, respectively. The Freundlich desorption coefficients were 1.54 (n=0.99), 0.93
(n=1.22), 0.45 (n=1.52), and 3.45 (n=1.13), with corresponding Koc’s of 241, 137, 93.8 and 149
for the Fuquay loamy sand, Metz sandy loam, Hanford loam, and Wahiawa sandy clay loam
(MRID 42868501).

Column Leaching (1,2-D). The column leaching expeum ‘(}is\pdﬁgep\ that for the
Fuquay loamy sand, a total of 85.8% of the applied i 2~ D 1 tl gﬁfbolumn 1,2-D

was distributed evenly throughout the co]unm {8{3‘ 1a\\3 napolay loam column, a total
of 73.2% of the applied was found i m Aot evenly distributed throughout
the column and concentr atu@@ﬁ% 11 8@19 nal 5011 segment. Sorption coefficients

estimated from Cg;e‘ leag ’{st@ﬁ s were .09 and 0.43 for the Fuguay and Wahiawa soils
with correspon %oc&glbf nd 18.5 (MRID 42868501,

Field Volatility. The factors influencing the volatility of 1,3-D from a field plot include,
but are not limited to, soil organic matter, wind speed, soil moisture content, depth of
incorporation-injection, soil temperature and soil porosity. Approximately 25 percent of the
applied 1,3-D had volatilized by 14 days post-treatment (the final sampling interval). The
volatilization of 1,3-D) increased to 35.1 mg/m*hour by 3 days post-treatment using the
aerodynamic flux method with 33- and 90-cm sampling levels at the plot center. Volatilization
ranged from 8.13 to 22,3 mg/m*hour at 4-6 days, 4.6 to 17.5 mg/m”-hour at 7-9 days, 3.31 to
7.78 mg/m*hour at 10-12 days, and 1.28 to 4.93 mg/m*>hour at 12-14 days (MRID 42545101).

1,3-D was soil injected at 12-14 inches at 346 Ib. a.i. per acre into fields of sandy loam,
loamy sand, and muck soils. At six to 12 howrs post-treatment, 1,3-D reached a maximum
concentration of 0.09 to 4.4 ppm at the 0.5-foot height above the soil surface. 1,3-D
concentrations decreased to < 0.03 ppm in al! air samples from all locations by seven days post-
treatment. It was not detected above the loamy sand and sandy loam soils by 14 days or above
the muck soil by 21 days. Volatilization rates appeared to be inversely proportional to the amount
of soil organic matter and proportional to soil porosity (MRID 41057701).
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Telone 11 was applied at approximately 12.8 gallons per acre (121 lbs a.i./acre) to a fallow
plot in Nevada and monitored over 7 days for airborne concentrations directly above the field and
at locations up to one-half mile away (no MRID, EFGWB #91-0910). The average value of
1,3-D at a 6-inch height above the field during 7 days was 465.31 pug/m?; at a 5-foot height at the
edge of the field it was 94.81 png/m?; at a 5-foot height 100 feet from the field it was 39.39 pg/m?;
at a S-foot height 1/4 mile from the field it was 5.17 pg/m®; and at a 5-foot height one-half mile
from the field it was 3.88 pg/m®. Wind was a major factor in the dispersion of 1,3-D as higher
concentrations were measured at night. During the day, the increase in wind velocity also
increased vapor dispersion and lowered the measurable amount of material (Houtman et al.,
1991).

In general, it is difficult to correlate soil moisture content with volatilization but Glotfelty
and Schomberg (1989) and Lyman et al. (1982) suggest that the extreme drying of soil during
drought will greatly decrease volatilization, Addition of moisture to dry soils will generally
increase volatilization rates to a point beyond which additional moisture may have little effect or
may start to decrease volatilization, The effect of changes in soil moisture on the volatilization of
organics from soils with intermediate moisture contents is difficult to predict and depends upon
the chemical, soil type, and the initial soil moisture content, In general, soil chisel incorporation
of 1,3-D is accompanied by capping off the soil injection cores and/or by covering the field with
plastic to minimize volatilization. Deeper injection minimizes the tota J}E material that
volatilizes and maximizes the amount of time from mjectsc@ Q}(ﬁé 1les ig’yﬂsewed at the
soil/air interface because of the increased soil dli%@ \éwh’}igﬂpestlclde must diffuse.

(BIOCS
C@ﬂ@lss&“\med S

ed n
Terrestr V&;lel n-lsgi%ﬂflﬂll Cis and trans 1,3-D applied at 345 Ib a.i./A dissipated with
an observed initial Helife of approximately one day and a second half-life of approximately seven
days in the surface 24-inches of a bare-ground loamy sand soil (MRID 40855501).

yar

1,3-D was applied at 342 Ib a.i./A to a sand soil field plot in California. 1,3-D residues
declined from a maximum of 130,000 ppb in the 0.3- to 0.45-meter layer of soil immediately after
treatment to less than 10 ppb (detection limit) in any soil layer at 71 days. The degradate 3~
chloroallyl alcohol declined from a maximum of 410 ppb in the 0.66 to 0.81 meter layer of soil at
seven days posttreatment to less than 10 ppb in any soil layer at 71 days (MRID 40403301);
additional data 3/24/89). The half-life is approximately seven days assuming a linear dissipation
rate.

2, Water Resources
a Ground Water
High-quality data indicate that 1,3-D leaches to ground water as a result of normal

agricultural use, The 1986 Registration Standard and Special Review position document both
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noted that the Agency has concerns for the potential for ground water contamination based on
limited ground water monitoring data and laboratory data on the mobility of 1,3-D,

(i) Occurrence of 1,3-D in Ground Water

Monitoring information collected since 1983 indicates that 1,3-D has been detected in
ground water in seven states in different regions of the U.S. with detected levels up to 800 ppb.
Note from the previous section that the average daily concentration associated with a 107 lifetime
risk is 0.3 ppb. 1,3-D has also been detected in ground water in The Netherlands in potato and
flower bulb fields. Because an MCL has not been established for 1,3-D, no monitoring for this
chemical is required under the Safe Drinking Water Act.

1,2-D has been detected in ground water in California, Connecticut, Florida, Hawaii,
Massachusetts, Marytand, Nebraska, New York, Oregon, Washington, and Wisconsin, The MCL
for 1,2-D is 5 ppb. Dow AgroSciences's information indicates an estimated HAL of 1.2 ppb,
This section describes the data base used by EPA in developing its human health and
environmental risk assessment for 1,3-D

(iiy  Small-Scale Retrospective Monitori u&

In 1986, the Agency requested that the 1egist1ant @t{e‘iﬂyu c@@f{ 1,3-D on ground
water in varied environments with different us %1011} p392 Dow AgroSciences
conducted retrospective ground water Qnﬁﬁgﬁ\ ega{@r'mt County, Washington; Merced
County, California; Montc; .@ L \K%yne County, North Carolina; and Scotts
Bluff County, Tﬁxy@@a \(A 31 u )ﬂ‘l lorida was terminated when a nearby sinkhole
collapsed and in ed \At mtoung Although there were significant problems with the
study designs and@l%plmg, results indicated that 1,3-D can leach to ground water,

Nebraska. 1,3-D concentrations in ground water ranged from 0.23 ppb to 3.86 ppb using a
detection limit of 0,05 ppb. In this sugar beet study, maximum residues were seen in ground
water eight months after application. The cis isomer was detected fourteen months after the
1,3-D application.

Washington. In the Washington potato study, the cis isomer of 1,3-D was detected at 0.03 ppb
in two ground-water samples from two of the 50-foot wells on the site approximately one month
after application.

North Carolina and California. No residues of 1,2-D; 1,3-D or its degradates were detected in

ground water in the North Carolina tobacco study, the Merced County, California sweet potato
study or the Monterey County, California carrot study.
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(iii)y  State Ground-Water Monitoring Studies

The Pesticides in Ground Water Database (EPA, 1992) indicates detections of 1,3-D in
three states -- Florida, New York, and Washington -- because of normal field use, The database
also reports detections of 1,3-D in California because of point source problems (i.e., misuse or a
spill). Additional monitoring in Hawaii, Massachusetts, Mississippi, and Oregon has not yielded
any detections of 1,3-D.

California. In 1987, 1988, and 1991, 1,3-D was detected in six wells in Del Norte, Fresno, and
Santa Clara counties. Using a method detection limit of 0.5 ppb, concentrations ranged from 0.89
to 1.9 ppb, No information is available about the source of the detections. 1,3-D was not
detected in 9,915 wells sampled from May 1979 to June 1996 using detection limits ranging from
0.02 to 100 ppb (Bartkowiak, 1997).

In Riverside, California, illegal use of 1,3-D in 1986 and 1987 resulted in six detections in one
irrigation well ranging from 6.8 to 31 ppb (EPA, 1992).

Florida. From 1987 to 1996, a total of 9,505 wells were monitored for 1,3-D residues, The
present detection limit is 0.0850 ppb, but has varied in the past (Fisher, 1997% ig\lthough 1,3-D
was detected in three wells at concentrations ranging from 0.28 to S@J)ku dle probably most
tikely 1,2-D detections (Riotte, 1997). D\\,e( 20’3—

\Ca\

\
Hawaii. The Hawaii Department o ({I?@th%}gm 3 3@\9 % g,lound water because of its use
as a soil fumigant in the pm ustr 9 to 1987, samples were analyzed from 54

wells and no les@\Qeﬁ)eig\fo %g'@’ﬁn%k}luca 1988).

Massachusetts, lﬁhe suminer and fall of 1985, several Massachusetts agencies analyzed
samples from 239 wells in tobacco-growing areas. Using a detection limit of 1.0 ppb, no 1,3-D
was found. No samples were analyzed for degradates (Massachusetts Interagency Task Force,
1986).

Mississippi. In Mississippi, a statewide drinking-water ambient monitoring survey was designed
to sample for pesticides. 1,3-D is not widely used in Mississippi (Landreth, 1997), and the
reported monitoring may not have been conducted in areas where 1,3-D has been used, To date,
348 deep wells have been sampled and analyzed for cis and trans 1,3-D. No residues have been
detected using a detection limit of 0.10 ppb for the parent.

New York. Although monitoring for 1,3-D is not usually done by the State, several studies have
been done by researchers to determine the leaching potential of 1,3-D in Suffolk County, New
York, In one of the studies done in 1983, 1,3-D was detected in ground water at concentrations
ranging from 37 to 270 ppb in one well over a period of three months. The detection limit used in
this study was 2 ppb (Loria et al., 1986). In another study, no 1,3-1> was detected in nine wells
located near fields where 1,3-1> was applied. The detection limit used here was also two ppb
(Kotcon and Loria, 1987).
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Oregon, In Oregon, a standard analytical screen that includes 1,3-D is performed for every well
that is sampled. Many of these wells are not in agricultural areas or 1,3-D use areas. Some 1,3-D
has been found using a detection limit of 0.5 ppb. However, problems with data retrieval make it
impossible to determine how much or how many times 1,3-D has been detected (McLaughlin,
1993

Washington. From 1990 through 1996, the Washington State Department of Ecology analyzed
196 wells for ¢is and trans 1,3-D. The trans isomer was found on April 30, 1991 in three wells at
concentrations of 0.10, 0.11, and 0.11 ppb. The same three wells were re-sampled in February
1992 (10 months later) and no 1,3-D was detected (Larsen, 1997).

(iv)  Small-Scale Prospective Monitoring

Wisconsin, The Agency required that Dow AgroSciences conduct a small-scale
prospective ground-water monitoring study in a northern climate because of the concern for
1,3-D persistence in cold climates. Dow AgroSciences conducted site selection in Idaho,
Nebraska, Wyoming, Michigan, Minnesota, North Dakota and Wisconsin. The site sefection
criteria required shallow ground water, porous soils, minimal slope, no impedil layer (such as a
clay barrier) between the treatment zone and ground water, no prior Is\qg -D and no
concurrent usage of 1,3-D in the vicinity of the test snte @‘@r rmg .2@@5111 these states
were targeted since potatoes are a major use snﬁd {ze i1 Wisconsin met all of
EPA and Dow AgroScience’s se eCth{)d!QI i \\ﬁsjmfs\\sﬁéc ed to represent a vulnerable
site in a northern use area, Ce(\\ ‘(\\\'e

On Septg’n% k‘%lone I1 was applied to a sugar beet ficld at 28 gallons per acre
(266 b ai/acre). Mls peaked at 579 ppb in on-site wells after one year of monitoring. In the
off-site well located 65 feet down gradient, 1,3-D levels peaked at 173 ppb.

1,2-D was detected in all eight of the onsite shallow wells and four of the onsite deep
wells at concentrations ranging from trace levels to 3.9 ppb using a quantitation limit of 0.05 ppb.

Dow AgroSciences also submitted, though with insufficient information to allow formal
EPA review, results to predict 1,3-D levels at further distances off-site. Using the program
ModFlow, which looked at concentrations of 1,3-D only, downgradient concentrations reached
0.3 ppb at i 100 feet after 2.5 years. The same model predicts a time-weighted concentration at
100 feet downgradient of 8.4 ppb after the first year and 13.4 ppb after the second year. Given
the levels and trends seen in the modeling and monitoring, EPA does not believe that the 100 feet
buffer alone would provide sufficient mitigation for human health risks.

Florida. In 1993, Dow AgroSciences initiated a small-scale prospective monitoring study
in southern Florida. Because of concerns for potential ground-water contamination, EPA and the
State of Florida became involved in the study design and review. On December 13, 1995, Telone
C-17 was applied to a pepper ficld at approximately 22.5 gallons per acre. Study results showed
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detections of 1,3-D, 1,2-D and both the 3-chloroacrylic acid and 3-chloroally! alcohol degradates
in ground water.

Most Floridian soils are porous with shallow water tables. While most residents of the
state obtain water from public systems which tap aquifers that are not surficial, there are areas
where 20% or more of the residents obtain water from private wells that tap surficial aquifers (in
some counties up to 80%). Some arcas have a spodic horizon between the surficial and deeper
aquifers, while other arcas overlay karst geology (highly permeable, rocky soils). Note that as of
August 1, 1999, the 1,3-D labels prohibit use in areas of karst geology. In order to support
agriculture in certain arcas of Florida, perimeter ditches are used to either raise the availability of
water serving the field, or to divert excess rainfall, There can be extensive interaction between
these ditches, surface water and surficial ground water aquifers, Because of the warmer
temperatures, EPA expected the rate of degradation to be relatively higher than in areas with
lower temperatures.

In the uppermost part of the aquifer (one 1o two foot wells which were not used in the
drinking water assessment) 1,3-D was detected in all eight of the onsite wells. Detections peaked
at 833 ppb and declined to 0.19 ppb by 110 days after application. These wells also contained 3-
chloroallyl alcohol at concentrations ranging from trace levels to 360 ppb and 3-chloroacrylic acid
at concentrations ranging from trace levels to 424 ppb. 1,2-D was dete te@?t concentrations
o i o o ol S Dy 50, 2D

B ary

At a depth of 10 fe f@vﬁ@*ﬁ:"surf @,@rl@Qas detected in all eight of the onsite wells.
Concentrations @gft’@m meéyeépﬁ(fﬂ. 5 ppb) to 21.6 ppb. These wells also contained 3-
chloroaliyl alcoi;g at copdpﬁh@t ons ranging from trace levels to 13.5 ppb and 3-chloroacrylic
acid at concentra%%‘ranging from trace levels to 8.79 ppb. 1,2-D was detected at
concentrations ranging from trace levels to 1.28 ppb.

Early in the study, 1,3-D was briefly detected in the deep part of the aquifer (70 feet),
however, the concurrent water blanks from the bailers used to sample the deep wells contained
similar 1,3-D concentrations. Also, the bromide tracer did not reach these deep wells during the
study, suggesting these detections were the result of inadvertent sample contamination. However,
the information submitted is as follows: 1,3-D was detected in two of the three onsite wells in the
Lower Tamiami Aquifer with concentrations ranging from 0.05 to 1.03 ppb. These wells also
contained 3-chloroallyl alcohol at concentrations ranging from trace levels to 7.85 ppb and
chloroacrylic acid at trace concentrations. 1,2-D was detected at concentrations ranging from
trace levels to 0.07 ppb. No 1,3-D residues were found in the offsite deep well; 1,2-D was
detected in this well at trace levels in all but one sampling event,

(v) The National Water Quality Assessment Program

In 1991, the U.S. Geological Survey initiated the National Water Quality Assessment
program (NAWQA) to study national water quality. The monitoring, which is being conducted in
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four parts, will assess more than 50 of the largest river basins and aquifers (study units) and cover
the drinking water sources of about 70 percent of the U.S. population,

NAWQA inchluded 1,3-D (both isomers) and 1,2-D among the compounds tested. Areas
of the country with the highest 1,3-D use are covered, at least in part, by 10 study units, None of
the reports released to date have shown detections of 1,3-D in wells or other water resources.
The summary reports, however, do not allow the Agency to assess whether 1,3-D use took place
in the vicinity of water sampling locations and did not sample for the acid and alcohol degradates.

Nonetheless, the information in the NAWQA reports is useful. Although no information
in the reports directly links 1,3-D use to the monitored wells, the absence of detections suggests
that 1,3-D use does not result in widespread aquifer contamination.

b. Modeling and Occurrence of 1,3-D in Surface Water

A mixture of the cis and trans isomers of 1,3-D is typically applied at a rate of several
hundred pounds per acre at a depth of approximately one foot below the soil surface. It then
moves through the soil profile, with some escaping up through the treatment zone to the
atimnosphere, One study (MRID 42545101) showed that approximately 25 percent of applied
1,3-D volatilizes, however, environmental and soil conditions will qffe tlE: é\ I amount, The
1,3-D isomers undergo fau ly rapid dissipation in soil Vla %1@1&\ an I‘Q’{\_’kssez extent
degzadatlon Also, only chemical molecules that haye BOtof one to two centimeters
of soil at the time a runoff event occu OE&Q t% Qélsgto runoff, Such factors shouid
somewhat limit the runoff p 6@@\’& fﬁ?“ Qo ers. Howevel extremely high application
rates of several w@ﬁl \&un ’pc'c‘e(gbupled with low soil/water partitioning, indicate some
potential for run 'LA—

In add;tlon to runoft, another route of 1,3-D transport to surface water could be by
dissolution of volatilized compound from the air. Dow AgroSciences has proposed this route to
explain 1,3-D residues in perimeter ditches of a treated field in Florida (see previous discussion on
the Florida prospective ground-water monitoring study) prior to any runoff events. Dow
AgroSciences postulates that during conditions of low wind, volatilized 1,3-D will move close to
the ground due to its higher density than air, and that some of the 1,3-D passing over surface
water will be transported from the air to the water and dissolved. Another possibility is that in
Florida, ground water may be contributing to residues in surface water through ground and
surface water interactions. Both the 3-chloroallyl alcohol and 3-chloroacrylic acid were detected
in surface water along with 1,3-D in the prospective ground-water monitoring study in Florida.

1,3-D will probably undergo rapid rates of dissipation in most surface waters due to
volatilization and, to a lesser extent, by abiotic hydrolysis and possibly biodegradation.
Volatilization rates will be highest for shallow turbulent water and decrease with increasing depth
and decreasing turbulence. Isomer mixture soil/water partition coefficients of 0.23 in a loamy
sand, 0.32 in a sand, 0.42 and 1.09 in two clay soils indicate that the concentration of 1,3-D in
sediment pore water will be comparable to that adsorbed to suspended and bottom sediment.
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Concentrations in the water column will be less than in the sediment pore water, but should still
be somewhat comparable to concentrations adsorbed to sediment. The low octanol/water
partitioning of 1,3-D indicates that its bioaccumulation potential is probably low.

c. Drinking Water Exposure Assessment

Please refer back to section I11. B.3. for a full discussion of the levels used for the drinking
water exposure and risk assessment.

3. Ecological Assessment
a. Toxicity to Terrestrial Animals
(i) Birds, Acute and Subacute
An acute oral (D) study using the technical grade of the active ingredient (TGAI) were

submitted to establish the toxicity of 1,3-D to birds. The result of the Northern bobwhite test is
presented in Tabie 14,

Table 14, Avian Acute Oral Foxicity o FP P\
\\, e‘ %}§ﬂ) 203,’{ Study
Species %% ai LD, {mp/ke) T0\1c1t)£m\)0 \A,uﬂ gd Classification'
Nerthern bobwhite 92 IS” ‘0‘ B\%\c\erak (\)h\laaﬂu 00118938 Core
(Colinus virginianus) Ce ‘(\\ \J e Witdlife
International
Pdpd N ’{ 4% /1982

' Core (study satisfies ;uzdﬁa S% A’l’zl (slud) is scientifically sound, but does not satisfy guideling)

Since the LDy, falls in the range of 51 to 500 mg/ke, 1,3-D is moderately toxic
to avian species on an acute oral basis (MRID 00118938).

Two subacute dietary studies on the Mallard duck and Northern bobwhite using the TGAI
were submitted to establish the toxicity of 1,3-D to birds. The avian acute dietary LC,, test is a
subacute, eight-day dietary laboratory study designed to determine the dietary concentration of
toxicant that is likely to cause 50 percent mortality in a test population of birds. The TGAI is
administered to juvenile birds’ diets for five days, followed by three days of “clean” diet. Results
of these tests are presented in Table 15,
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Table!5 Avian Subacute Dietary Toxicity

LG, MRID No. Study

Species % ai (ppm) Toxietty Category Author/Year Classification
Northern bobwhite 92 >10,000 Practically STEODIO3 Core
{Colinus virginfanus} Nontoxic Fink, 1975

Mallazd duck 92 >10,000 Practically 00120908 Core

(Anas plahrlnvnches) Nontoxic Fink, 1975

The LCy, is higher than 2,000 ppm. This toxicity value indicates that 1,3-D is practically
nontoxic to birds on a subacute dictary basis; however, this result is inconsistent with the acute
oral test. The subacute dietary results could be explained by the fact that the length of time to
perform the test is long and, because 1,3-D is highly volatile, it may not remain in the food.
Therefore, the birds may have received an inadequate dose resulting in a low dose response, Field
study data indicate that volatility is the primary route of 1,3-D dissipation with dispersal
increasing to 35.1 mg/m?*/hour by three days, Therefore, the weight of evidence indicates that
1,3-D is moderately toxic to birds (LD, = 157 mg/kg) (MRID’s STEODIO03 and 00120908).

(i)  Birds, Chronic
gPh
Avian reproduction studies using the TGAI were I’lOtl é}ég’,&ﬁjﬂ *{n the 1986

Registration Standard. Since the field dlss:panon h tugh and generally only
one application is made per year, birds ale éted g)ém\é c\?’sed to repeated or continuous
residues of 1,3-D. Ce te( \(\\\led on
ed 0 T af®
C\ 3&9 Mammals, Acute and Chronic

The toxicity values for mammals are presented in Table 16 (USEPA, 1997). Results
indicate that 1,3-D is slightly toxic to toxic to small mammals on an acute oral basis (640 mg/kg)
(MRID #0039693).
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Tahle 16. Mammalian Toxicity

Test Test Toxicity Affected MRID No.
Species Material Type Vahie Endpoints
Laboratory mouse Telone IT Acute Orat LD, Mortality 00039683
(Mus musculus) 640 mafkg (M&F)
Leboratory rat 1.3-dichloropropene  Acute Inhalation LC,, Mortality 235350
(Rattus norvegicus) 729 ppiy/d hours
Laboratory mouse 1,3-dicklorpropene Chronic Inhalation NOEL Systemic No systemic effects 00039685
(Rattus norvegicus) 730 ppm observed at 730 ppm
Laboratory rat 90% ai Developmental - NOEL Maternat Materna! - body weight 00144715
(Rattus norvegicus) cis + trans Inhatation 20 ppm loss and reduced food 00152848

NOEL Developmental consumpiion
60 ppm Developmental - delayed

ossification of vertebral
centr

Laboratory rat 96% ai 13 Week Feeding NOEL 5 mg/fkg/day Body weight, 42954802
(Rattus norvegicus) cis + trans LOEL15 mg/kg/day hyperkeratosis and/or

basal cell hyperplasia of

the non-glandular portion

of the stomach

(iv)  Insects P P‘

e(s\ V

A honeybee acute contact study using th @a\epi us Wo%@ta \2&13 not required in the
1986 Registration Standard. The regist éﬁf@ﬁgﬁ 13@1\?»@@21 soil injection prior to planting
should not result in honeybeef\%pﬁﬁﬁe d&&)sme in adjacent habitats could occur
because of | S-DCS/ ;{@@pm %@q‘puﬂnﬁgﬂlty of the chemical drifting offsite.

Results ﬁoﬂgsmdy submitted for contact foxicity on honeybees are presented in Table

17, and indicate that 1,3-D is moderately toxic to bees on an acute contact basis (MRID's
00028772 and 00018842).

Table 17. Non-target Insect Acute Contact Toxicity

LD,, MRID No. Study
Species % ai (upihee) Texicity Category Author/Year Classification
Honey bee TGAI 6.6 Muoderately toxic Q00287724 Core
{Apis mellifera) Atkins/1972
Honey bee Fommulation 6.6 Mederately toxic 0018842/ Core
(Apis melliferaj Atkins/[969

b. Terrestrial Field Testing

Based on the application method and use pattern, terrestrial field testing of 1,3-D has not
been requested or submitted to support reregistration.
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¢ Toxicity to Freshwater Aquatic Animals
(i) Freshwater Fish and Amphibians, Acute

Freshwater fish toxicity studies using the TGAI were submitted to establish the toxicity of
. 1,3-D to fish and amphibians. Results of these tests are presented in Table 18. Since the LC,,
falls in the range of 1 to 10 ppm, 1,3-D is moderately toxic to freshwater fish on an acute basis.
(MRID’s 00039692 and STEODI02). The registrant is also conducting additional studies on the
degradates as confirmatory data,

Table 18. Freshwater Fish Acute Toxicity

S6-hour

Species/ LC,, (ppm) MRID No. Study
(Flow-through or Static) % ai {(measuredmominal} Toxicity Category Author/Year Ciassification
Walleye 100 1.08 (measured) Moderately Toxic 40098001/ Mayer  Core
{Stizostedion vitrewn)} & Ellersieck/ 1986
static
Largemouth Bass 100 3.65 (measured) Moderately Toxic 40098001/ Mayer Core
(Microprerus salinoides) & Ellersicck/ !986
static
Rainbow Trout 92 3.9 {measured) Moderalel) Toxr \%[MSQ&%’ Core
(Salmo gairdueri) enl]cgzo 7
static g C \j
Fathead Minnow 160 4.1 (?as‘tlr%\o\ Ko@)@X}\%(mc 40698001/ Meyer Ceore
(Pimephales pramelas) te( ed & Ellersieck/ 1986
static C‘(\\\,

‘ted gﬂ a
Rainbow Troeut C\ 6 {unimown) Moderately Toxic STEOBIO] Core
(Suimo gairdneri) USEPA
static NO : 1977
Bluegilt Sunfish >80 6.1 (nominal} Moderately Toxic 0117043/ Supplemental !
(Lepomis macrochirinsi Buccafuscof
static 1981
Bluegill Sunfish 92 6.7 (unknown) Moderately Toxic STEODIO2 Core
(Lepomis macrochiririts) USEPA
static 1977
Bluegill Sunfish 92 7.1 (measured) Maderately Toxic 00039692/ Core
(Lepomis macrochirirus) Bentley/
static 1975

' Rated supplemental because the dese levels were not high enough to calculate an ED.,.

(if) Freshwater Fish, Chronic

Dow AgroSciences will conduct a freshwater fish early life-stage study (72-4) using
Rainbow trout as confirmatory data. As stated previously in this document, EPA believes that

1,3-D will undergo rapid rates of dissipation in most surface waters due to volatilization and, to a
lesser extent, by abiotic hydrolysis and possibly biodegradation. However, given the high acute
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LC,, value and a half-life of 13.5 days, the Agency is interested in comparing the results to the
run-off study to gage possible exposures to freshwater fish on a chronic basis.

(iii)  Freshwater Invertebrates, Acute

Results of the freshwater invertebrate acute studies are presented in Table 19.

Table 19, Freshwater Invertebrate Acute Toxicity

48-nour LC50/

Species/(Static or Flow- ECS50 (ppm) MRID No. Study Classification
through} Yo ai (measured/nominal) Toxicity Category Author/Year
Waterflea 160 0.09 Highly Toxic 40098001/ Core
(Dapliia magna) Mayer &
Ellersieck/
1986

Since the LCS0/EC50 is less than 0.1 ppm, 1,3-D is considered very highly toxic to
aquatic invertebrates on an acute basis. The guideline (72-2) is fulfilled (MRID 40098001). The
registrant is also conducting the 72-2(a) study on the degradates to compare to the assumption in
the risk assessment that the degradates are of equal or less toxicity to 1,3-D. A

(iv) Freshwater Invertep @nﬁ\ﬁﬂm Q’L’{
e PRemEal o

Dow AgroSciences has agteedﬁ@(c&g&?a ﬁ\ﬂ\sl}aﬂa\)mv\!ﬂnebmte chronic study (72-

\{
4(b)) using Daphma magmte(\ ’{ of cnl \,e

\\

The data a n ({l\"&&e ievels show that the LC,, for aquatic invertebrates (0.09 ppm) is
fess than 0.1 ppm.\Also, at all registered application rates, initial, 21-day, and 90-day surface-
water EECs, as calculated by GENEEC, are less than one percent of the lowest LC,, for
freshwater invertebrates. However, because GENEEC is not suitable for tracking soil fumigants
and since EPA expects rapid rates of dissipation in most surface waters, EPA is less concerned
about chronic risks than for acute risks for aquatic invetebrates.

(v) ¥reshwater Field Studies
A freshwater ficld study using the TGALI is not required for 1,3-D.
d. Toxicity to Estuarine and Marine Animals
(i) Estuarine and Marine Fish, Acute
The 1986 Registration Standard did not require estuarine and marine studies. Use of
1,3-D, however, is expected to expand into areas, namely Florida, that could impact estuarine and

marine environments. The registrant has committed to submit by June 1, 1999 a study on 1,3-D)
for acute estuarine and marine {ish using the sheepshead minnow. Studies on estuarine and
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marine fish for the degradates are reserved pending the outcome of this 1,3-D acute study and
other studies.

(ii) Estuarine and Marine Fish, Chronic

Chronic tests of estuarine/marine fish test using the TGAT are not required for 1,3-D at
this time. This requirement will be re-evaluated afier reviewing the freshwater fish toxicity
information.

(iii)  Estunarine and Marine Invertebrates, Acute

The registrant is conducting confirmatory studies on the mysid shrimp (72-3(c)) and
Eastern oyster (72-3(b)} to test the toxicity of 1,3-D on estuarine and marine invertebrates. As
noted above, 1,3-D) use is expected to increase in areas and could impact estuarine and marine
environments,

\

(iv) Estuarine and Marine Invertebrate, Chronic

Chronic tests of estuarine and marine invertebrates using the TGAI are F‘)t required for
1,3-D at this time. This requirement will be re-evaluated after examin t{g t&?e ults of the chronic
freshwater invertebrate, acute marine/estuarine studies anc{ﬁl&qe)@ﬁ& studz@l

\C
(v ]%8‘1'&‘!%\3191 zgafé\%‘am Studies
ce N\
A field s&%@e\'&‘ualug@np’lﬁn@-%%vuonments using the TGALI is not required for 1,3-D.
WO B Toxicity to Aquatic and Terrestrial Plants

The registrant has committed to conducting Tier I and Tier IT tests for aquatic and
terrestrial plants using the TGAL  These studies are being conducted because 1,3-D is labeled for
use as an herbicide and has phytotoxicity warnings. The registrant has also committed to
conducting Tier I and Tier 11 tests for aquatic plants for the degradates (3~ chloroacrylic acid and
3-chloroallyl alcohol).

1. Toxicity of Degradation Products and Manufacturing
Impurities

No data were available to conduct a full ecological assessment for 1,2-D, 3-chloroally!
alcohol or 3-chloroacrylic acid. All of these chemicals are considered at least as toxic as the
parent. As noted throughout this section, the registrant is conducting various environmental fate
and ecotoxicity studies on the degradates.
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4, Exposure and Risk Characterization

a. Explanation of the Risk Quotient (RQ) and the Level of
Concern (LOC)

Risk characterization integrates the results of the exposure and ecotoxicity data to
evaluate the likelihood of adverse ecological effects. The quotient method is used to integrate the
results of exposure and ecofoxicity data. In this method, risk quotients (RQ’s) are calculated by
dividing exposure estimates by both acute and chronic ecotoxicity values,

RQ = EXPOSURE/TOXICITY

RQ’s are then compared 1o EPA’s levels of concern (LOC’s). These LOC’s are criteria
used by EPA to indicate potential risk to non-target organisms and the need to consider
regulatory action. The criteria indicate that a pesticide used as direcied has the potential to cause
adverse effects on non-target organisms. LOC’s currently address the following risk presumption
categories: (1) acute high - potential for acute risk is high and regulatory action may be
wartranted in addition to restricted use classification; (2) acute restricted use - the potential for
acute risk is high but may be mitigated through restricted use classification; (3) acute
endangered species - the potential for acute risk to endangered qpemec; m 1szd regulatory
action may be warranted; and (4) chronic risk - the potel & WG\ mc n,zﬁ'[ﬁngh and
regulatory action may be warranted. CunentI) doe Ehnduct assessments for
chronic risk to plants, acute or clnomc,% - a&q}aﬁ&% r clnon;c risk from

i 0

granular/bait formulations t @ﬂﬁ 'w

!

The ecogm:ld aﬂaﬁ@s (i.e., measurement endpoints) used in the acute and chronic
risk quotients are &é@ved from the results of required studies, Examples of ecotoxicity values
derived from the results of short-term laboratory studies that assess acute effects are; LC50 (fish
and birds), LD50 (birds and mammals), EC50 (aquatic plants and aquatic invertebrates) and EC25
(terrestrial plants). Examples of toxicity test effect levels derived from the results of long-term
laboratory studies assessing chronic effects are: LOEC (birds, fish, and aquatic invertebrates),
NOEC (birds, fish and aquatic invertebrates) and MATC (fish and aquatic invertebrates), For
birds and mammals, the NOEC value is used as the ecotoxicity test value in assessing chronic
effects. Other values may be used when justified. Generally, the MATC (defined as the
geomelric mean of the NOEC and LOEC) is used as the ecotoxicity test value in assessing chronic
effects to fish and aquatic invertebrates, However, the NOEC is used if the measurement
endpoint is reproduction or survival, Risk presumptions, along with the corresponding RQ’s and
LOC’s are listed in Table 20,
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Table 20, Risk Presumptions for Terrestrial Animals

Risk Presumption RO LOC
Birds

Acute High Risk EECYLC50 or LDS0/sqfE or LDS0/day? 0.5
Acute Restricted Use EEC/LCS50 or LDS0/sqft et LDA0/day {or D30 < 50 mg/kg) 0.2
Acute Endangered Species EEC/LCA0 or LDSO/sqft or LDS0/day 0.1
Chroni¢ Risk EEC/NOGEC ]
Wild Mammals

Acute High Risk FEC/LCS0 or LD50/sqft or LD30/day 0.5
Acute Restricted Use EEC/LCS0 or LD5O/sqft oy LD50/day (or LDSO < 50 mg/kg) 0.2
Acute Endangered Species EEC/LCSG or LDS50/sqft or LDS0/day 0.1
Chronic Risk EEC/NOEC i

! abbreviation for Estimated Environmental Concentration (ppm) on avian/mammalian food items

g/t * mg of toxicant consumed/day
LD50 * wt, of bird LDS0 * wt. of bird

Table 21. Risk Presumptions for Aguatic Animals

Q, A a\DNc 30‘2\)—\— LOC

Risk Presumption R
Acuts High Risk eV fof E;Ec»ncgs@wé)?‘ 0.5

Wi
Acute Restricted Use e d n Ceﬂ 7,{ al C‘ﬂé\h’mcsu or EC50 0.1
Acute Endangered Speg;s\ ’X_A-"X’Gg EEC/LCS0 or EC50 0.05
Chronic Risk 0- BEC/MATC or NOEC 1

! EEC = {ppm or ppb} in water

Table 22. Risk Presumptions for Plants

Risk Presumption : RQ 1.OC

Terrestrinl and Semi-Aquatic Plants

Acuie High Risk EECYEC25 1

Acute Endangered Species EEC/ECO5 or NOEC 1
Aquatic Plants

Acute High Risk EECYECS0 1

Acule Endangered Species EEC/ECO3 or NOEC |

' EEC =1bs aifA
* EEC = (ppb/ppm) in water
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For pesticides applied as nongranular products (e.g., liquids, dusts applied via broadcast
methods, etc.), the EECs on food items following product application are compared to toxicity
values to assess risk (Fletcher et al., 1994), However, the Agency currently does not have
routinely used methods for predicting EECs for soil fumigants. When available, risk
determinations can be made when actual concentrations have been reported in terrestrial field
dissipation studies or other studies submitted in support of reregistration.

b. Field Data Used for Risk Assessment

In this assessment, post-application 1,3-D residues detected in soil, water, and air samples
are compared to toxicity values, It should be noted that this risk assessment relies on very little
data, measured or predicted. It should also be noted that the reported field studies were
conducted with lower application rates than allowed on some crops. 1,3-D concentrations in soil,
water, and air will be higher with corresponding higher application rates. However, the risk
quotients calculated from the environmental data do provide information about the potential risk
of 1,3-D application to non-target species. In some instances, extrapolations were made to higher
application rates, however, these levels are a simplification of what actual levels may be.
Environmental fate and air monitoring study results have not established a correlation between the
level of applied product and subsequent levels in the environment, P\

Two terrestrial field dissipation studies (MRID’s 63%@%\5&1 4 mﬁl) provided
£,3-D residue concentrations in treated soil and su!g;@‘aén iss . A prospective
ground-water monitoring study in Ficn %)’Bi@:\p lons in watel collected from
ditches adjacent to neated fi t{g )0 haee field volatlllty studies evaluated
atmospheric con {.g é@ﬂuﬁf& eld conditions (MRID’s 42545101, 41057701 and
EFGWB 91-09 5{ A A

c. Exposure and Risk to Non-target Terrestrial Animals

1,3-D is used on over half a million acres of cropland each year (see Table 1). For
orchard trees and grapevines, approved rates are as high as 556 1bs a.i./A. However, because the
application method reduces terrestrial exposure and because of the relatively low toxicity to
mammals, its use is not expected to result in large incidents of mortality. No avian mortality
incidents have been reported in relation to 1,3-D applications. Telone C-17 contains chloropicrin,
which is a contact irritant to humans and serves as a warning to applicators. 1t is assumed this
product could affect birds and wild mammals in the same manner, resulting in avoidance and
thereby reducing the risk of exposure.

The Agency does not have a standard protocol for conducting terresirial risk assessments
on terrestrial organisms when chemicals are applied via soil injection methods. Instead, in this
risk assessment, animals were assumed to be exposed through dietary intake of contaminated soil.
Beyer et al. (1994) analyzed scat samples from a variety of vertebrate species to determine the
percent of soil in the diet. His work showed that the quantity of soil in animal diets can range
from less than two percent up to 30 percent. Animals can ingest soil intentionally to provide
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missing minerals or unintentionally through preening and grooming activities or by particles
adhering to food items such as roots, tubers or foliage. Many species of birds also inadvertently
ingest soil when probing soft soils for food. For the purpose of calculating risk quotients, it was
assumed that 100 percent of the soil in an animal’s diet comes from the treated field.

(i)  Birds

Because of the application method, 1,3-D use in chemical soil fumigation operations is not
expected to present a significant hazard to avian species. However, birds could be exposed
through both dietary and inhalation routes, The available toxicity information allowed an acute
risk determination through dietary routes. However, no information is available on acute
inhalation toxicity to birds but the acute risk associated with this type of exposure is probably
insignificant.

Risk quotients were calculated from the field dissipation residue data submitted to the
Agency in support of reregistration. The Northern bobwhite LD, was chosen to calculate the
following risk quotients because of the wide range between the avian LDy, and the two avian
LCy's determined for this chemical. The discrepancy between the two endpoints is believed to be
the result of the difficulty of keeping 1,3-D concentrations constant on the test iets considering
1,3-D’s volatility. The following equation was vsed to determine the \]a‘qa: e risk quotients;

\C
wers ol
LD,ys/day = EEC * (% daily food consumpégg@i\ 56)\011 !Wj %9 2
BT 30

te‘D‘m yed of

The results of thﬁ?‘g@dﬁtloné@'qﬁl lgfed in Table 23,
XA'

Table 23. Risk Quotients Aculc Avian Exposure --based upon an Avian LD, of 152 mg/kg and a mean and range of soil consumption rates'

of 10.6% (>2% to 30%%) of the total daily food intake and a daily food consumption rate of 1§% of total body weight. EECs are taken from a field
dissipation study submitted to the Agency (MRID 40403301).

Application Rate and
Injection Depth

(MRID #) Avian LD, Daily Soit Ingestion
EEC (ppm) {mg/ke) Rate! RQ
342 ibs aifacre Mean = 10.6% Mean =0.02
(13-15 inches) 130 152 Range = >2 to 30% Range =<0,003 to 0.05

(404033-01)
' Soil consumption values are taken from Beyer et al, 1995,

From Table 20, the LOC’s for avian species are: 0.5 (acute high risk); 0.2 (acute
restricted use); 0.1 (acute endangered species); and 1 (chronic risk). An evaluation of the
above risk quotients shows that no LOC’s are exceeded for avian species, If it assumed that the
concentration in soil is directly proportional to the application rate, the EEC would be 208 ppm at
the highest rate of 556 lbs a.i./acre, At this concentration, no LOC’s were exceeded, At this soil
concentration, a 100-gm bird with an LD, of 152 mg/kg would need to consume 72 grams of soil
to attain this equivalent dose. This evaluation indicates that 1,3-D use should not result in
significant acute mortality to avian species under any application scenatio.
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No avian chronic test data were required to support reregistration. Since 1,3-D is
generally only applied once per growing scason and because it has a relatively short field
dissipation half-life, it is not expected to result in long-term exposure or subsequent chronic
effects.

(i) Mammals

Because of the application method, the use of 1,3-D in chemical soil fumigation operations
is not expected to present a significant hazard to mammals. However, exposure could occur
through both dietary and inhalation routes. No incidents of mammalian mortality have been
reported due to the application of 1,3-D.

Risk quotients were calculated from field dissipation data and laboratory mouse LDy, data
using the following equation:

LDy s/day = EEC * (% daily food consumption * % soil in diet)
LDy,

The results of these calculations are presented in Table 24,

gPh

Table 24. Risk Quolients for Acute Mammalian Exposure -- based upon a mammalja M ’L:Ld range of soif
consumption rates' of 4.4% (>2% to 17%) of the total daily intake and a dm@ft@’g{v ion zate 0(55 al body weight. EECs are from
a field disstpatien study submitted to the Agency (MRID 404038[-\) \0 _‘ & (\\)a
Application Rate and te( ‘ ed On
Injection Depth Ce a& ‘(\\\,
(MRID #) amnmalian LDy, Daily Soil Ingestion
C\‘%ELQQ&69’( (mg/kg) Rate! RQ
342 Ibs aifacre Mean =4.4% Mean =0.008
(13-15 inches) 130 640 Range=>2t0 17% Range = <0.003 to 0.03

(404033-01)

' Soil consumption values are taken from Beyer ef al. 1995,

From Table 20, the LOC’s for mammal are as follows: 0.5 (acute high risk); 0.2
(acute restricted use); 0.1 (acute endangered species); and 1 (chronic risk). Evaluation of
the above risk quotients show that no LOC’s are exceeded for mammalian species. If it is
assumed that the concentration in soil is directly proportional to the application rate, the EEC
would be 208 ppm at the highest rate of 556 lbs a.i./acre. At this soil concentration, a 20-gram
mouse with an LD,, of 640 mg/kg would need to consume 61 grams of soil (three times its body
weight) to attain this equivalent dose. Therefore, 1,3-D use should not result in significant acute
mortality to mammalian species via dietary exposure under any application scenario.

Acute inhalation toxicity was assessed by comparing mammalian inhalation data to the
amount of volatilized chemical found above the treated fields. Using an application rate of 346
|bs a.i./acre, 1,3-D concentrations at a height of 6 inches above the soil surface never exceeded
4.4 ppm. This value is less than 0.01 percent of the mammalian inhalation LD, of 713 mg/kg.
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Even if 1,3-D concentrations in the air are directly proportional to the application rate,
atmospheric concentrations are not expected to reach toxic levels. This result also indicates that
1,3-D use should not result in significant acute mortality to mammalian species via inhalation
exposure under any application scenario.

Chronic toxicity is normally assessed through dietary routes of exposure and soil can be a
substantial portion of the diet. Using the assumptions of the acute assessment and substituting the
reproductive effect NOEL of > 90 ppm for the LDy, the chronic LOC is not exceeded. Chronic
risk can also be assessed by using the NOEL of 5 mg/kg/day derived in the 13-week rat feeding
study. The following assumptions are used for this calculation:

- a mouse weighs approximately 20 grams, so the NOEL per mouse would be 0.1 mg/day;
- a mouse eats the equivalent of 18 percent of its body weight per day and a maximum of
17 percent of the diet is soil, which equates to 612 mg of soil per day;

- if soil 1,3-D concentrations were 208 mgfkg soils at an application rate of 556 lbs
a.i.facre, each gram of soil would contain 0.208 mg, 1,3-D; and

- following these assumptions, a mouse would consume 0.127 mg of 1,3-D per day.

Using the above scenario, the chronic RQ is 1.3, which exceeds the LO . However, this
mode! uses maximum exposure condition. If factors such as the avm agﬁ c@ tration of 1,3-D
over a 13 week period (32 ppim at a seven day field dissi Lgi@’& nsumption rates
more typical of small mammals are used, the L. C \ %61 € @eé ince 1,3-D is applied
generally only once per growing seaso&aléd@ . lt‘,{l@ \'\é{\ﬁ' ly short dissipation half-life,

EPA does not expect ]ong-t@*@pﬁ@) res \(\Ne

. \\
ed\
C& 3&% Terl estrial Insects

The Agency currently does not assess risk to non-target insects, Results of acceptable
studies are used for recommending appropriate label precautions.

d. Exposure and Risk to Non-target Freshwater Aquatic Animals
Exposure of pesticides to aquatic non-target organisms is possible through surface water
runoff, soil erosion, off-target drift, and movement from ground water to surface water. Risk via
exposure to 1,3-D concentrations in surface-water was assessed by using aquatic EEC’s predicted
using the program GENEEC (see Table 21) and from actual residues in ditch water found during
a ground-water study. These estimates of environmental levels were then compared to known
toxicity reference values.

(i) Freshwater Fish

Acute and chronic risk quotients are presented in Table 25.
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Table 25. Risk Quotients for Freshwater Fish --Based on n (Walleye) LC50 of 1.08 ppm. Chrenic risk quetients could nof be evaluated due to the
lack of chronic loxicity infonnation.

Site/

Application NOEC/ EEC EEC Chronic RQ
Method/ Rate in Lbs LC30 MATC Initial/Peak 90-Day Ave,' Acute RQ {EEC/NOEC or
aifA (ppm} (ppm) (ppm) {ppm) (EEC/LCS0) MATC)

177 1.08 nd 0685 0.005 0.63 ne

253 1.08 nd 0.980 0,608 0.91 ne

354 1.08 nd 1.380 0,012 1.27 ne

404 1.08 nd 1.570 0.013 [.45 ne

556 1.08 nd 2,160 0.018 2,60 ne

! 56 day concentration was not mnodeled.

né =no data
nc = not calculated

From Table 21, the LOC’s for aquatic animals areas follows: 0.5 (acute high risk);
0.1 (restricted use); 0.005 (acute endangered species); and 1 (chronic). The results of the
GENEEC mode! indicate that aquatic acute high risk, restricted use, and et a‘ng&ed species

ievels of concern are exceeded for freshwater fish at application kqé Glial to above 177 lbs
a.i.facre. Chronic risk could not be determined becau &eaQ @10?»9 oxicity data,
\0Q oy
B\0 W\

Because GENEEC is not @Qlﬁ@?m tla 1@%9?‘ umigants, EPA believes that actual
residues may be a bett Wdﬁa zﬁfz p@‘ﬂé\‘md risk. The freshwater fish LC,, (1.08 ppm) was
compared to act@)¥es d d'in perimeter ditches adjacent to fields treated at an
application rate offl&2 J a i /a(ne (MRID #44005201). Concentrations ranged from 0.34 ppb to
1.8 ppb. The resulting risk quotient ranges from 0.002 to 0.0003 which does not exceed any
LOC. Ifresidues in ditch water are assumed to be directly proportional to the application rate,
then at 556 Ibs ai/acre, concentrations in ditch water would reach 5.5 ppb. At this concentration
no LOC’s are exceeded.

Concentrations of 1,3-D in ground water four feet below the surface in Florida reached a
maximum of 833 ppb. At this concentration, the acute high risk LOC for fish would be exceeded
by 1,3-D alone by 1.5 times. This assessment does not account for the additional toxicity
presented by the two degradates that were also found in ground water in Florida. Note that there
can be considerable interaction between surface and ground water, thus, the levels found in
ground water are relevant in a discussion of exposures to fish,

(ii) Freshwater Invertebrates

The acute and chronic risk quotients are presented in Table 26.
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Table 26. Risk Quotients for Freshwater Invertebrates --Based on a Daphnia LC50 of 0.0%9 ppmt. Chronic risk quotients coutd not be evaluated
due to the lack of chronic toxicity infermation.

:?;gllication NOEC/ EEC EEC Chronic RQ
Method/ Ratg in Tbs ai/A LC50 MATC Initial/Peak 2t-Day Ave. Acute RQ (EEC/NOQEC or
{(ppm) (ppm) (ppm) {ppm) (EEC/LC50) MATC)

177 0.09 nd 0.685 0,025 7.61 ne

253 0.09 nd 0.980 0.035 10,89 ne

354 0.09 nd 1.380 0.05 £5.33 ne

404 0.09 nd 1.570 0.055 17.44 ne

556 0.09 nd 2.160 0,080 24.00 ne
nd =no data

nc = not calculated

From Table 21, the LOC’s for aquatic animals areas follows: 0.5 (acute high risk;
0.1 (restricted use); 0.605 (acute endangered species); and 1 (chronic). The resulis indicate
that aquatic acute high risk, restricted use, and endangered species levels of concern are exceeded
for freshwater invertebrates at application rates equal to or above 177 fbs a.i. @ ;e from the
GENEEC model. Chronic toxicity could not be determined due t((:o‘5 \}aalp o mmty information.,

pivers

When the LC,, (0.09 ppm) is compaled KQ) \1681 \1& %&4005201) detected in
perimeter ditches adjacent to fields i 11% R@“l lcatlon rate of 182 Ibs a.i./acre
ranged from 1.8 ppb to 0. 34@@(\ e res k quotlents range from ranges from 0.02 to
0.004, which do Q@t\ ’(ec%pecnes LOC. Ifresidues in ditch water are assumed to
be directly plopm I tpAiTgappl;calxon rate, then at 556 Ibs a.i./acre, concentrations in ditch
water would reach'TI.04 to 5.5 ppb. At concentrations above 4.5 ppb, endangered species LOCs
are exceeded.

Concentrations of 1,3-D in ground water four feet below the surface at the application site
in Florida reached a maximum of 833 ppb. At this concentration, the acute high risk LOC for
invertebrates would be exceeded. This does not account for the additional toxicity presented by
the two degradates that were also found in this ground water, Additionally, concentrations
remained at potentially toxic levels for approximately 60 days. In addition to 1,3-D movement in
aquatic environments through ground and surface water interaction, shallow ground water is itself
inhabited by aquatic invertebrates.

e Exposure and Risk to Estuarine and Marine Animals

No toxicity information for estuarine and marine animals were required in the 1986
Registration Standard. Consequently, no risk analysis could be conducted for these types of
organisms.
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The registrant is conducting several estuarine and marine studies on 1,3-D. The tests are
estuarine/marine invertebrates with the mysid shrimp (72-3(c)) and the Eastern oyster (72-3(b))
and estuarine/marine fish using the Sheepshead minnow (72-3(a)). Should the results of these
studies and other toxicity studies on the degradates show a potential for ecotoxicity from the
degradates, EPA will also require studies on the degradates for estuarine and marine animals.

f. Exposure and Risk to Non-target Plants

No toxicity information for non-target plants were required in the 1986 Registration
Standard, Consequently, no risk analysis could be conducted for these types of organisms. The
registrant has committed to conducting Tier T and Tier I studies for 1,3-D (aquatic and
terrestrial) and its degradates (aquatic). These studies are scheduled to be submitted by October
1, 2000.

g. Endangered Species

The Endangered Species Protection Program is expected to be finalized in the future,
Limitations in the use of 1,3-D will be required to protect endangered and threatened species, but
these limitations have not been defined and may be formulation specific, EPA anticipates that a
consultation with the Fish and Wildlife Service will be conducted in ac 1(@9}&1& the species-
based priority approach described in the Program. Afterc @tﬁh\ f €O ijion registrants
will be informed if any required label modification @&%ﬁssalé ﬁ&@@ m ,Zsjﬁcatlons would most
likely consist of the generic label statczgaqt@f@ (e\sl}afé\é to use limitations contained in
county bulletins,

4 cert T a(C“Ne

IV, RISK M@Y\‘IAGFX‘_ME}&Q D REREGISTRATION DECISION
A. Determmatmn of Eligibility

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, after submission of
relevant data concerning an active ingredient, whether products containing the active ingredient
are eligible for reregistration. The Agency has previously identified and required the submissions
of generic (i.e. active ingredient specific) data required to support reregistration of products
containing 1,3-D. The Agency has completed its review of these generic data and has determined
that the data are sufficient to support reregistration of 1,3-D. Appendix B identifies the generic
data requirements that the Agency reviewed as part of its determination of reregistration eligibility
of 1,3-D, and lists the submitted studies that the Agency found acceptable.

The data identified in Appendix B were sufficient to allow the Agency to assess the
registered uses of 1,3-D. The Agency has determined that 1,3-D products, when used as
specified in this document (i.e, only pre-plant soil fumigant uses and according to label
requirements o include the pending restrictions listed in Table 31), do not resuit in unreasonable
adverse effects to human health or the environment. Therefore, the Agency finds that products
containing 1,3-D as the active ingredient are eligible for reregistration, The reregistration of
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particular products is addressed in Section V. of this document. Note that products which also
contain chloropicrin will not be deemed eligible for reregistration until the reregistration of that
active ingredient has been completed.

The Agency made its reregistration eligibility determination based upon the target data
base required for reregistration, the current guidelines for conducting acceptable studies to
generate such data, published scientific literature, etc. Although the Agency has found that all
uses of 1,3-D are eligible for reregistration when used according to specifications in this
document, it should be understood that the Agency may take appropriate regulatory action and/or
require the submission of additional data to support the registration of products containing 1,3-D
if new information comes to the Agency’s attention or if the data requirements for registration (or
the guidelines for generating such data ) change. This includes the results of the studies now
underway on the degradates, the run-off study, and the tap water monitoring program.

B. Determination of Eligibility Decision
1. Eligibility Decision

Based on the reviews of the generic data for the active ingredient 1,3-D, as well as other

data generated for the 1,3-D Special Review, the Agency has sufﬁment\,n tion on the health
effects of 1,3-D and on its potential for ground watel cont @T&i Orhe @Qﬂy has determined
that 1,3-D products, labeled and used as spem eg_,ls 1(%@211 ibility Decision

document, will not pose ume’tsonable % ‘Lg the environment. Therefore,
the Agency concludes that a @pﬂﬁc‘s con xxy@] S, when used under the conditions

specified in this &)ﬁ@ﬁ:i\f\aie é@(ﬁk a;(}eieglstlatlon
C. Re@ﬁ@ttorj Position

The following is a summary of the regulatory positions and rationales for managing risks
associated with the use of 1,3-D. Where the registrant has committed to labeling revisions that
are not yet on 1,3-D labels, specific language is set forth in Section V. of this document.

j & Summary of 1,3-D’s Carcinogenicity

EPA has classified 1,3-D as a B, carcinogen by both the oral and inhalation routes of
exposure. Dow AgroSciences has submitted information in support of having EPA regulate
1,3-D as a non-linear carcinogen. EPA conducted a preliminary review of the information and
expects to reconvene the Cancer Peer Review sometime in 1999 to consider the information.
EPA will not, however, reconsider the 1,3-D risk assessment until all EPA policies regarding the
regulation of non-linear carcinogens are finalized.
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2. Summary of EPA’s Approach te the 1,3-D Risk Assessment
a, Tolerances, Codex Harmonization and Dietary Risk

EPA has determined that [,3-D, when applied as a pre-plant soil fumigant, is a non-food
use pesticide and therefore, tolerances or exemptions from the requirement of a tolerance, are not
required. (There is one exception for pineapples, which are treated at plant but show no residues
since fruit are not borne until three years later). Therefore, a review of tolerance actions under
the safety standard established under section 408(b)(2){D) of the Federal Food, Drug and
Cosmetics Act, as amended by FQPA, is not required. 1,3-D is regulated under the safety
standard established under Section 3 of FIFRA, which requires that no unreasonable adverse
effects to human health or the environment be associated with use of a pesticide. Nonetheless,
EPA has reviewed the data base for 1,3-D to determine whether infants and children are
particularly susceptible to toxic effects from exposures to 1,3-D residues and whether aggregate
and cumulative exposures pose unreasonable risks.

No tolerances or Codex MRLs have been established; therefore, there are no issues
regarding the compatibility of MRLs and tolerances.

Although there is no dietary risk from foods, EPA’s risk assessm n‘@%ﬁnes dietary
exposures to come from water sources (ground watel) Re51 %ﬁgﬁq\}he 2’ {Eﬁ study suggest
that 1,3-D may enter surface water as volatilized re to surface water and
then dissolve. This route, howevet, I€ %lg)*s ‘fé “ﬁ@'@ mhe registrant is conducting
studies to confirm that surfa s ot source of exposure,

{ | @é\@t@ b Cw{ge p

EPA alscg’éo%ed (:Asé)z@fgfnf'mts and children have increased susceptibility to the toxic
effects of 1,3-D. Makmg its determination, EPA considered the completeness of the database
for developmental and reproductive effects, the nature of the effects observed and other
information. Based on the current data requirements, 1,3-D has a complete database for
developmental and reproductive toxicity. Therefore, EPA has concluded that an extra uncertainty
factor of 10 is not warranted in order to protect infants and children,

No acute toxicological endpoints were identified for 1,3-D exposure for any population
sub-group under labeling as specified in this document. For 1,2-D, the levels found in the ground
water studies were 20 to 30 times lower than the Office of Water’s 10-day Health Advisory for
children,

Dow AgroSciences is developing data for reregistration on the toxicological profile,
including developmental toxicity, for the alcohol and acid degradates. For purposes of
reregistration, the Agency assumed that the degradates possess the same toxicological profile as
the parent.
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b. Aggregate and Cumulative Risk

EPA considers the main sources of 1,3-I) exposure to be inhalation and drinking water
from contaminated wells, especially for residents who live near treated fields. Aggregated cancer
risks (inhalation plus water) for residents who live near treated fields based only on the
information that allowed quantification of exposure are approximately 1 x 10, This estimate
does not include all of the mitigation measures to reduce inhalation risk, nor does it take into
account a 100 foot no-treatment buffer from drinking water wells. While there are no data to
assess the potential for risk from surface water residues, EPA believes this would be an
insignificant source of exposure. Based on use patterns, dermal exposure is considered to be
insignificant. EPA also looked at whether the Agency should also provide estimates of
cumulative risks with the contaminant, 1,2-D. EPA does not have available data to determine
whether 1,3-D has a common mechanism of toxicity with 1,2-D or other substances. For
purposes of this reregistration action, EPA has assumed that 1,3-D and 1,2-D do not have a
cominon mechanism of toxicity. EPA has determined that exposures under the current use
patterns meet the safety standards set by FFDCA and FIFRA.

c. Effects to the Endocrine System P A

EPA is required to develop a screening prog1 am to de\tFéT‘B\W"‘},el‘z\ 'y_aitam substances
(inchuding all active ingredient pesticides and inerts e an effefd in‘htimans that is similar
to an effect predicted by a naturally oc 1‘11@\ en aﬁt&h%ﬁei endocrine effect.” The
Agency is currently workin t{mﬁfn @(ﬁoﬁ’lgs including other government agencies,
public interest stou ﬂ\fg\é rps@a\' mentlsts in developing a screening and testing
program and a p 1ty eme to implement this program. Congress has allowed three
years from the pashagl ot F QPA {August 3, 1999) to implement this program. At that time, EPA
may require further testing of this active ingredient and end-use products,

In deciding to continue to make reregistration determination during the early stages of
FQPA implementations, EPA recognizes that it will be necessary to make decisions relating to
FQPA before the implementation process is complete. In making these early case-by-case
decisions, EPA does not intend to set broad precedents for the application of FQPA to its
regulatory determinations. Rather, these carly decisions will be made on a case-by-case basis and
will not bind EPA as it proceeds with further policy development and rulemaking that may be
required.

EPA may determine, as a result of this later implementation process, that any of the
determination described in this RED are no longer appropriate. 1n this case, the Agency will
consider itself free to pursue whatever action may be appropriate including, but not limited to,
reconsideration of any portion of this RED.
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B Summary of 1,3-D’s Benefits

1,3-D is one of the few remaining registered soil fumigants used to control nematodes,
Nematodes are microscopic soil worms that live in the soil spaces. Nematodes cause damage by
damaging the roots themselves (thereby doing the most damage to root crops such as carrots and
potatoes), by reducing yields and by creating opportunities for other soil pathogens to enter the
plant. 1,3-D is also used to control wirewoirms and rhizomania. The combination product of
1,3-D and chloropicrin is also used to treat nematodes and fungi.

The benefits of [,3-D use are expected to increase with the phase-out of methyl bromide,
mainly for use on tomatoes and strawberries. Additional research may find alternative uses for
1,3-D, or it is possible that other nematicides are identified or developed to replace both methy!
bromide and 1,3-D.

3, Summary of Risk Management Decisions
a. Human Health

i Dietary
(i) y cPh
The Agency has determined that dietary exposure a‘Sd\xlékﬁchlatﬁfoxyﬂ] the use of
1,3-D under current labeling are negligible. ca y 20
B\O\ g a(
Exposure through E 1%‘0"1 n i ﬁ*eq(émls Data show that no residues of 1,3-D
or its degradates f{@@b‘%%@ @e&(gfg\ ound in crops grown in treated soils, as long as
1,3-D is applied re ]An um:g'mt 1,3-D labels suggest a waiting period of one week
for every 10 gallo ] 3 -D applied between soil treatment and planting, based on phytotoxicity
concerns. For fall fumigation, 1,3-D is applied several months before planting. 1,3-D either
volatilizes, leaches below the root zone, or breaks down in the soil, and thus is generally not
available for uptake.

Dow AgroSciences has indicated interest in at- and post-plant applications of 1,3-D to
orchard crops and grapevines. Before acting on these registrations, the Agency will require data
on whether there are residues in treated crops and whether tolerances, or exemptions from the
requirement of a tolerance, will be needed to support these uses.

Exposure through Water. Based on ground water monitoring, the Agency has
concluded there can be dietary exposure to 1,3-D through contaminated ground water. 1,3-D is
mobile, and in some areas, persistent, though these properties vary according to environmental
conditions such as temperature, soil type and soil porosity.

There are numerous ground water data bases available to the Agency, including a survey

of EPA’s own monitoring, the USGS NAWQA Program and state data. The best information for
assessing human health impacts are two prospective ground water monitoring studies conducted

83



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 187 of 291

in Florida and Wisconsin. The Agency believes that these two study sites represent vulnerable
environments for ground water contamination from 1,3-D use.

The Florida site is vuinerable in that the soils are porous and the water table is shallow.
The Agency is particularly concerned about the potential for increased use in these vulnerable
environments because !,3-D has been identified by USDA as an adequate alternative to methyl
bromide, which is used heavily in Florida tomato production, Dow AgroSciences has agreed to
conduct tap water monitoring in both traditional 1,3-D use areas in the noirth of the state and in
south Florida once 1,3-D use expands to that region. Risks associated with levels found in
shallow, on-site wells were as high as 4 x 10 (though the labels which are to take effect in
August of 1999 will prohibit 1,3-D use within 100" of drinking water wells),

The Wisconsin site is also vulnerable. The ground water level is high and soils are porous;
in addition, risk appears to be exacerbated by low soil and water temperatures, In the Wisconsin
study, risks associated with lifetime exposures to levels found in on-site wells were in the 107
range, and measurable levels persisted for more than 12 months,

Both prospective ground water monitoring studies included [imited monitoring in off-site
wells located down gradient from the treated ficlds. In the Florida study, time cighted average
(TWA) concentrations of 1,3-D plus its degradates in the on-site wells ‘B were 1.15 ppb.
TWA concentrations of 1,3-D plus degradates measured in w foate 1 fyﬁt down gradient
from the treated field were 0.074 ppb. In the Wisc @@&t /, Otk iteWells yielded TWA
concentrations of 1,3-D and its degrad §@&{5 %%) wl \’d&%‘e trations in a well 65' down
gradient from the treated ﬂeg q\‘gs (hcﬂgl neither of these studies was designed to
quantify offsite e @ebﬁf\l u% 9 g%\éles indicate that exposures were considerably lower
with increasing d ance ’i_m ed field

Dow Agr oSc1ences has agreed as a condition of reregistration to conduct tap water
monitoring studies to befter estimate current concentrations of 1,3-D and degradates in drinking
water. Sampling will be targeted to high-use areas and will be initiated once the new labels are in
effect in August of 1999, Should residues of 1,3-D and/or the alcohol or acid degradates be
detected at levels exceeding the Office of Water Health Advisory of 0.2 ppb, Dow AgroSciences
has included, as part of the sampling program, risk reduction measures which would be in place
before the next use season. EPA expects to use the results of the sampling program to better
characterize risks with the 100' setback and to also see if the sampling program results can be
extrapolated in order to characterize risks in other 1,3-D use areas,

The Agency has evidence that degradation of 1,3-D is temperature dependent. For this
reason, the Agency believes that once 1,3-D contaminates ground water in certain colder areas,
residues can persist for long periods of time at levels that pose unreasonable risks. For this
reason, Dow AgroSciences amended their labels to prohibit use in certain northern tier states
where soils are porous and water tables are 50 feet or less. Although 1,3-D is used infrequently,
or not at all in these areas, the Agency believes the label statement is appropriate. Based on the
levels and persistence seen in the Wisconsin study, one application could result in unreasonable
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lifetime risks. Dow AgroSciences is also conducting tap water monitoring in Michigan and
Connecticut to confirm that the label prohibition to be added as of August 1, 1999 covers all
vulnerable cold environments.

EPA is also aware of other data bases which show only a few detects out of tens of
thousands of samples nationwide. The NAWQA sampling showed no detections of 1,3-D out of
21 study units, the locations of which coincide with some of the counties with heaviest 1,3-D use.
The main weakness in interpreting these data is that there is no information in the summary
reports to determine whether 1,3-D was used in proximity of tested wells, A second weakness is
that NAWQA did not test for the presence of the two degradates of toxicological concern
(3-chloroacrylic acid and 3-chloroallyl alcohol), Nonetheless, the NAWQA summary reports do
provide a qualitative sense that 1,3-D use does not result in widespread aquifer contamination,

In summary, the Agency believes it has mitigated risks in the most vulnerable areas and is
focusing resources now on developing confirmatory data in additional areas of high 1,3-D use.
All 1,3-D labels bear a ground water advisory to alert users to ground water contamination risk
and as of August 1, 1999, there will be a 100 foot buffer between drinking water wells and treated
fields. Although the buffer is expected to provide some protection to drinking water, the actual
mitigation on a site-by-site basis cannot be quantified since this will depend on a variety of local
factors (such as soil type, subsurface hydrogeology, etc.). The tap wate1 m@ﬂ ring will be
designed to allow EPA to take further regulatory actlon if Stl @ problem. EPA
is also committed to following trends in usage shm& se uwc:@@ dZ:?}f icantly, especially
in areas which may be vulnerable. B\O 3300

ater 10!

C‘\‘ed ! C@afﬂ mﬁffpntlal Exposure

The Ag61]®\918 }eteunmed that exposures and risk to residents who live near 1,3-D-
treated fields has been mitigated to the extent feasible. Data developed for reregistration and the
Special Review show that about 25 percent of applied 1,3-D volatilizes from treated soils into the
atmosphere and that atmospheric levels decrease with increasing distance from treated fields.
These studies were less clear as to the value of a vaviety of measures added to 1,3-D labels.

In 1994, 1,3-D labels were modified to add a 300 foot buffer between occupied structures
and treated fields, Three air monitoring studies in different environments show an approximate 30
percent overall reduction in air levels at this distance, however, the amount varied by site, In
addition, there are label measures designed to minimize the amount of 1,3-D that volatilizes out of
treated fields, such as soil sealing, engineering controls for loading and application and lowered
rates. As mentioned above, the risk reduction value of several of these measures cannot be
quantified with the data available, and would be difficult to obtain based on numerous
uncontrollable variables that ultimately influence exposure to 1,3-D.

In addition to not including (in a quantitative sense) all mitigation measures, there are also

uncertainties related to the data used to derive the residential exposure estimates, For example,
although levels are generally expected to decrease with increasing distance, at the Washington
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site, levels at 125 meters were approximately 70% higher than at 25 meters (see Table 8).
Although the studies were carefully designed to assess actual exposures, the variety and influence
of local environmental factors (such as wind, soil type, temperature) were quite large. These
factors not only varied from test site to test site, but even day by day at the individual test sites.
In addition, the small number of replicates per site are likely to have contributed to the mixed
results. The assessment also assumes that a person is 300 feet from the edge of the field for 16
hours a day, 15 days a year for 30 years. EPA believes it is reasonable to use this as a “worst-
case” exposure scenario, though this is likely to overstate most residents’ exposure.

In addition, a weakness in the residential exposure assessment is in the use of the North
Carolina data using 55-gallon drums of Telone C-17. While a later study using the mini-bulk
system was used to replace the worker exposures, that study could not be used for residential
exposure assessment. The N.C. data was combined with the Washington state and Arizona data
to get an average exposure, so the contribution of the N.C. values is expected to overstate
exposures because of the higher air levels associated with drum loading.

Dow AgroSciences has indicated interest in developing systems that apply 1,3-D at sub-
surface soil depths, instead of at the 12 inch depth required by current labels. The Agency believes
that this new method could provide fower exposures since the delivery syste uld not leave a
chisel trace. This chisel trace is thought to be the main path for 1,3- ]i &Q t to the
atmosphere, The Agency will require air monitoring Wlﬂ{ 3(5\\; }}l‘%n dtion which

requests depth of application of less than 12 i mc \C 3
There are no 1631dent@l@l€€ﬁ§f"l %\ﬂﬁg tpele is no exposure from home-based
applications. C\‘ed,;‘ '},69 17 aC

WO- (iii)  Aggregate and Cumulative Risks

The calculated drinking water risk estimates using 1,3-D labels eligible for reregistration is
4 x 10 (using on-site wells from the Florida study); the inhalation risk is 6 x 10" (using an
average of levels monitored from NC, WA and AZ study sites at the 300" buffer). Thus the
calculated aggregate risk estimate is 1 x 10, This risk estimate does not take into account
mitigation from lower application rates, soil sealing measures, increased depth of application, soil
moisture and temperature requirements or potential reduction in exposure from the 100 foot
drinking water well setback. EPA believes the risk estimates are likely to be in the 10 range and
that risk concerns have been addressed when all of the mitigation measures as specified in this
reregistration decision are taken into account. The Agency has not cumulated risks with the
impurity 1,2-D or other chemicals since no determination has been made that these chemicals
share a common mode of toxicity.

(iv)  Occupational Exposure

The Agency has determined that existing label measures are sufficient to mitigate worker
exposures to 1,3-D. Several label changes have been made since the 1986 Registration Standard,
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including closed loading systems, engineering controls to prevent 1,3-D spillage at row-turns, the
phase-out of drum delivery, respiratory requirements, the use of closed cabs, increasing the
restricted entry interval from three to five days and protective clothing.

While the data developed for estimating worker risks is of high quality, there are
uncertainties. From Table 7, the studies used to test the efficacy of dry disconnects (shut-off
valves for closed loading systems) gave mixed results, even suggesting that exposures were higher
with the dry disconnects. Another uncertainty is assessing the potential risk to workers based on
the methyl bromide phase-out, Increased 1,3-D risks would occur if a worker who currently
applies methyl bromide replaces that methyl bromide use with 1,3-D. Based on conversations
with grower groups and the registrant, this is unlikely since there is very little, if any, tandem use
of the two fumigants, The phase-out of methyl bromide will likely inctease the numbers of
workers who are exposed to 1,3-D, but will not likely increase the lifetime cancer risk of an
individual worker.

According to data developed for the Special Review and reregistration, the risks for
customn applicators, custom loaders and for growers (who are assumed to both load and apply
1,3-D) is in the 10° to 10 range. Note that 1,3-D is a restricted use pesticide based on cancer
concerns for worker risks. Because of this there are certain training and reporting requirements.
The 1,3-D product stewardship goes beyond this training to provide mau\l,lalE, Iﬁos and technical

support in the field, (S\W T
pp a\ pive 20'3_
EPA’s policy on worker risk seﬁd( e@aﬂh)@ l\{) 8 hfetlme risks for workers.
1en risks that are somewhat higher will be

If, however, there are not mee%
considered accep Q @dﬁg}(s ﬂh@-}:lg‘l than 10 4 are generally not seen as acceptable unless
extremely high b lts og_ihcll of the pesticide outweigh these risks.

In summary, the Agency believes that worker risks have been adequately mitigated with
current fabel measures and are in accordance with current worker risk policies. The Agency’s
determination takes into account expected increases in usage of 1,3-D with the methyl bromide
phase out.

b. Environmental/Ecological Effects

The Agency believes that use of 1,3-D as specified in this document will not pose
unreasonable risks to the environment. However, certain properties of 1,3-D and its degradates
justify the on-going monitoring program underway to confirm this position.

Specifically, 1,3-D and its degradates have been detected in both retrospective and
prospective ground water monitoring studies. 1,3-D is considered mobile and persistent, with
these properties varying depending on environmental conditions. Studies show that the rate of
1,3-D degradation is proportional to temperature, and thus 1,3-D is expected to be more
persistent in colder environments. Limited data suggest that the degradates of 1,3-D, in particular
3-chloroacrylic acid, are more persistent than 1,3-D and the influence of temperature on
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petsistence is less than for the parent. For this reason, the registrant is generating data on the
toxicity and environmental fate of the degradates. For this RED, the Agency has assumed that the
degradates’ toxicity and exposure parameters are equal to the parent; this is considered a
conservative estimate,

The results of the prospective studies and information developed by USGS demonstrate
that [,3-D levels in ground water decrease with increasing distance from treated fields. The
NAWQA found no detections of 1,3-D in any of its 21 Phase | monitoring study units around the
country, suggesting that 1,3-D does not pose a widespread contamination risk to aquifers.

Rather, the Agency believes the highest risks to the environment are in localized areas close to
treated fields. The label statement to prohibit use in areas similar to the Wisconsin study site (i.e.,
cold climates with shallow ground water and permeable soils) is expected to lessen the potential
for environmental risk as well as risks to human health.

For ecological effects, the available acute toxicity data on the TGAI indicate that 1,3-D is
slightly toxic on an acute oral basis to small mammals, moderately toxic on an acute oral basis to
birds, moderately toxic to acutely toxic to freshwater fish and bees, and very highly toxic to
freshwater invertebrates. Toxicity testing has not been conducted on estuarine or marine
organisms,

Because 1,3-D degradation appears to be lelated to te kWe or ?hs living in
cooler climates {(where degradation is slower) WOUQ atel S@@&lﬁi 108€ in warm
climates. Applications to cool climate {éﬁp%@ se tl acule and chronic risks.
Alternatively, although use gﬁ%@“ p% dagﬁt\)stmtlal risk to freshwater and estuarine
organisms, the pote{@@ i&)r o%e(effa'f ay be shortened because of the rapid degradation in
warm climates.

1,3-D application methods (soil injection and subsurface drip irrigation) greatly reduce the
risk to terrestrial birds. Since application is primarily to bare fields prior to planting, terrestrial
organisms could be at risk through three routes of exposure: ingestion of contaminated soil,
ingestion of contaminated water or inhalation of 1,3-D vapors,

Birds. Soil residue levels found in field samples were used to estimate risk to birds.
Acute risk quotients did not exceed any LOC even at the maximum application rates. No data are
available to conduct a chronic risk assessment. However, given the relatively short field
dissipation half-life, chronic exposure is not anticipated.

Mammals. Using soil and air concentrations from field studies, acute risk quotients did
not exceed any LOC. These results indicate the use of 1,3-D should not result in significant acute
mortality to mammalian species via dietary or inhalation exposure under any application scenario.
The chronic LOC was not exceeded based on reproductive effects data. 1t was exceeded slightly
in a rat feeding study, but given 1,3-D’s relatively short dissipation half-life and one application
per year, EPA does not expect chronic effects.

88



Case: 14-16977, 02/02/2017, ID: 10299319, DktEntry: 71-2, Page 192 of 291

Aquatic Organisms. Using GENEEC information, application rates equal evaluated (at
or above 177 Ibs, a.i. per acre) exceed the acute high risk LOC’s for freshwater fish and
freshwater invertebrates, Using measured residues found in ditch water adjacent to treated fields
at 182 Ibs. aifacre, the LOC for endangered species was exceeded. Concentrations in four foot
deep ground water in Florida were higher than the LOC for aquatic invertebrates, No data were
available to assess chronic risk.

It should be noted again that the computer model GENEEC is a screening model designed
only to help determine if substantial risks are unlikely. 1t should not be used to determine if
substantial risks are likely. The determination of whether risks actually exceed the LOC’s depends
on data generated from higher-tier exposure and risk assessments and/or additional monitoring
information.

Estuarine and Marine Organisms. No estuarine or marine toxicity data were required
for reregistration in the 1986 Registration Standard, and as such, no acute or chronic risk analysis
could be conducted. The registrant is generating acute data for estuarine and marine organisms
since 1,3-D use is expected to expand to these areas.

Plants. No toxicity information for non-target plants has been submitted, Consequently,
no risk analysis has been conducted. However, 1,3-D is registered as a &?d and has
phytotoxicity warnings and, therefore, is a candidate for b%\\@fﬂ\ml an%@}ﬂtlc plant testing.

20,

c. Restrl%t%e)p%@}%glg ag@)’\\)a \J
ne N[=
\
Based ot é@ S\Bg E% ﬂllﬁk@l‘%\n toxicity, poltential carcinogenicity and its use
patterns, the Age aiftlig the Restricted Use classification for all 1,3-D products that

y 1s r?ﬁﬁ
are currently so clady

d. Endangered Species Statement

The Agency has developed a program (the “Endangered Species Protection Program®) to
identify pesticides which may cause adverse impacts on endangered and threatened species, and to
implement mitigation measures that will eliminate the adverse impacts. At present, the progrant is
being implemented on an interim basis as described in a Federal Register notice (54 FR 27984-
28008, July 3, 1989}, and is providing information to pesticide users to help them protect these
species on a voluntary basis. As cutrently planned, the final program will call for label
modifications referring to required limitations on pesticide uses, typically as depicted in county-
specific bulletins or by other site-specific mechanism as specified by state partners. A final
program, which may be altered from the interim program, will be described in a future Federal
Register notice. The Agency is not imposing label modifications through this RED. Rather, any
requirements for product use modifications will occur in the future under the Endangered Species
Protection Program,
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& Labeling Rationale

The Agency is maintaining its current label restrictions and is basing its reregistration
eligibility decision on these measures and other label measures that will be added as of
August 1, 1999, There are on-going studies, reviews and data collection which are being
conducted to confirm the Agency’s position that 1,3-D, when used as specifted in this document,
does not pose unreasonable adverse effects to humans or the environment. Should the results of
those confirmatory data provide information to change the Agency’s current risk assessment and
position, EPA will consider further label changes to maintain the registration of products
containing 1,3-D,

(i) Labeling Requirements for Handlers (Including Re-Entry)

The 1992 Worker Protection Standard for Agricultural Pesticides (WPS) and changes to
1,3-D labels in 1992 and 1996 established worker protection requirements to be specified on the
label of all products that contain uses within the scope of the WPS. Uses within the scope of the
WPS include all commercial (non-homeowner) and research uses on farms, forests, nurseries and
greenhouses to produce agricultural plants (including food, feed and fiber plants, trees, turf grass,
flowers, shrubs, ornamentals and seedlings). Uses within the scope included not only uses on
plants but also uses on the soil or planting medium the plants are (or will baEﬁ’(R\'n in.

(S\ V

The Personal Protective Equipment (PPE) req 1@1@1\\& lm%f 5 as well as the
process for complying with the WPS a f% (D not m)@ or ploducls containing [,3-D,
a supplement, entitled, “Sup ]’\ 1@%111dance for 1,3-Dichloropropene
Fumigant Products”’ @ i \f pa&iﬁ v01k1ng for all 1,3-D product labels. A separate
supplement, “Su }emel '), eling guidance for 1,3-Dichloropropene Plus Chloropicrin
Fumigant Productstti@s also 1ssued Some of the PPE requirements in the WPS were further
refined in 1995. The requirements for 1,3-D handlers are specified below (note these are
requirements for 1,3-D only):

Handlers Performing Direct Contact Tasks (e.g., includes equipment repair and
calibration, fumigant transfers, clean-up of small spills) -

- Coveralls over short-sleeved shirt and short pants,

- Chemical-resistant gloves (barrier laminate (EVAL) or viton)

- Chemical resistant footwear plus socks

- Face-sealing goggles, unless full face respirator is worn

- Chemical resistant headgear for overhead exposure

- Chemical-resistant apron

- Respirator with organic-vapor-removing cartridge or canister approved for pesticides

Handlers in Enclosed Cabs

- Coveralls
- Shoes and socks
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- A half-face respirator with an organic-vapor-removing cartridge or canister approved for

pesticides

- A respirator is NOT required if occupants are within an enclosed cab equipped with a
vapor-adsorptive filter (activated charcoal). HOWEVER, PPE for direct handlers must be
worn if applicator within cab leaves the cab and re-enters.

Post Application/Re-entry Handlers in Treated Area within REI - Five Days after

Application
- Coveralls

- Chemical-resistant gloves (barrier laminate (EVAL) or viton)
- Chemical-resistant footwear and socks
- Respirator with organic-vapor-removing cartridge or canister approved for pesticides

Handlers Exposed to High Concentrations (e.g., clean-up of large spills)
- Chemical resistant suit
- Chemical resistant gloves (barrier laminate (EVAL) or viton)
- Chemical-resistant footwear plus socks

- Chemical-resistant headgear

- Supplied air respirator

cpPh

The Agency is retaining the WPS requirements, as we\l éggmﬂthel {6@_@{11(% engineering
controls which are as follows:

Table 27, Sung@é&

Regulatory Actlc@,\’&ed 'L

(effective date) \Q

Registration Standard
(1986)

21691

B\O\OQ\C’ a\f\uaN

3‘39 !éabeﬂdﬁs@&:\tgns that Affect Worker Exposures

Label Requirements

Precautionary Statements; Cancer Hazard Warning; Classification
Change to Restricted Use Pesticide; Reentry increased to 72 Hours*;
Clothing for Applicators and Handlers (Coveralls*, Chemical-resistant
Gloves and Boots, Liquid-proof hat),

1992 Label Amendments
(1992/1993)

Lowered Maximum rates; Deletion of Selected Use Sites; Revised
Respirator Requirements*; Closed Loading Requirements; Technology
to Minimize [,3-D Spillage during Application, Improved Product
Stewardship Materials

Worker Protection Standard
{August 1992
see 57 FR 38102)

Coveralls over short-sleeved shirt and short pants; Chemical-resistant
gloves and footwear; Chemical-resistant Apron (for direct handlers).

1995 Labei Amendments
(1996)

A Respirator Requirement for all 1,3-D handlers (except those in certain
closed cabs); Restricted Entry increased to 5 days; Soil moisture and
soil sealing requirements; Modified application techniques and Lower
maximum use rates,

* - measures which were superceded or modified by subsequent label changes
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{ii)  Labeling Requirements that Affect Residential Exposure

There are no residential uses of 1,3-D. However, the Agency has concerns for inhalation
risks to residents who live near 1,3-D treated fields, and an additional concern for residents who
obtain drinking water from private wells in the proximity of treated fields,

Residential risks were not included in the 1986 Registration Standard. In 1990, California
suspended 1,3-D use permits based on unexpectedly high levels of 1,3-D in the atmosphere
following treatment. EPA used the Special Review process to obtain additional data and risk
mitigation (through label amendments) to mitigate inhalation exposures.

EPA is also retaining requirements for measures to mitigate risks from exposure through
ground water, The following table summarizes label statements which are required for 1,3-D

labels to protect residents who live near treated fields.

Table 28. Measures to Reduce Risks to Residents who Live Near Treated Fields

Label Measures

Measures Designed to Reduce Inhalation Risk | 300' No-treatment BLY&EEOP\ vered
apphcdt; )z@’gjmements

) '1E§ logy toQIWn'H:Qz: 3-D Spillage
fof B\O‘TQ{ u 10n, Soil moisture and soil

) Ce(\’&e( (‘X\NE @eng requirements; Modified application
xe0 WO 17 ;\! techniques
(f,\’&e A'lf)g
ro—t
Measures to Reduce Dietary Risk via 100" buffer between drinking water wells and
Potential Ground Water Exposure treated fields (as of 8/1/99); lowered

application rates, ground water advisory;
prohibition of use in certain states with

| shallow ground water and vulnerable soils (as
of 8/1/99); prohibition in areas overlying karst
geology (as of 8/1/99)

(iii)  Other Labeling Requirements

Because the end-use product Telone 11 is also reformulated into other products, EPA is
requiring that any product containing 1,3-D bear a label statement to require that all measures on
the Telone label are also required on any other product containing 1,3-D, This measure is
designed to cover all reformulated products, whether the 1,3-D source is Dow AgroScience’s
Telone product or from some other producer or reformulator.
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Y. ACTIONS REQUIRED OF REGISTRANTS
A, Amendments to Current 1,3-D Registrations

This section specifies the data requirements and responses necessary for the reregistration
of products containing 1,3-D.

B. Requirements for 1,3-D Products
1, Additional Generie Data Requirements
On September 30, 1998, Dow AgroSciences requested changes to the terms and
conditions of their 1,3-D registrations to include modified labels and study requirements (Roby,

1998). All 1,3-D products must be relabeled by August 1, 1999 to include the amended labeling,

In addition to the fabel changes, the registrant has agreed to conduct the following studies:

a, Studies to be performed as a result of modified terms and
conditions of registration -- Studies on 3-chloroacrylic acid
and 3-chloroallyl aleohol . cP

Table 29 - Study on 3-chloroacrylic | OPP Gltldelme \Og\ @t\iy Dll\(‘)gw 30 p
acid and 2-chloroallyl alcohol Numlﬂsﬁ \(\ 36.
i U

Acute oral-rat AN Ce’\Si,} ((‘X\Ne June 1, 1999
Acute dermal tougfy mbb&_ﬁgnl6 I 2 June [, 1999

\
Primary eye irritation - rabblt 81-4 June 1, 1999
Primary dermal irritation 81-5 June 1, 1999
dermal sensitization 81-6 Tune L, 1999
mutagenicity (Ames assay) 84-2A October 1, 1999
mouse micronucteus 84-2 October 1, 1999
pharmacokinetics/balance of 85-1 October 1, 2000
metabolism
mouse lymphoma 84-2 Oclober 1, 1999
in vitro chromosomal aberration in | 84-2 October 1, 1999
Chinese Hamster lung
developmental toxicology 83-3A January 1, 2000
subchronic 90-day feeding study 82-1A January 1, 2000
aquatic aerobic metabolism 162-4 October 1, 1999
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Table 29 - Study on 3-chloreacrylic | OPP Guideline Study Due Date
acid and 2-chloroallyl alcohol Number

adsorption/desorption 163-1 October 1, 1999
hydrolysis 161-1 Qctober 1, 1999
vapor pressure 68-9 QOctober 1, 1999
Henty’s Law Constant NA October 1, 1999
acute fish toxicity- rainbow trout 72-1 June 1, 1999
acute aquatic invertebrate toxicity- | 72-2(a} June 1, 1999
Daphnia magna

Tier I and Tier Il aquatic plant 122-2/123-2 June 1, 1999

b.

conditions of registration - 1,3-D

Studies to be performed as a result of modified terms and

Table 30 - Study on 1,3-D Guideline Number Due Da'te_EP A

: v i Wber Loreds]
Fr .eshwater fish early life stage - 72-4(a) \ D'\\,e @ét ber lrz@%
rainbow trout o eg'\(_‘,a oy 20,
Freshwater aquatic invertebrate life ?&26(«&)0( B‘\U d on 33“\) October 1, 1999
cycle - Daphnia magna L .‘n_ce(\ ~ nv(."(\\\le

AN

Estuarine/marine ﬁ;h\‘b%%(&A,le

sheepshead minnow NO .

June 1, 1999

Estuarine/marine inveriebrate 72-3(b) June 1, 1999
LC5¢-mysid shrimp

Estuarine/marine invetebrate 72-3(b) June 1, 1999
LC50-eastern oyster

Tier 1 and Tier I aquatic plant 122-2/123-2 June |, 1999
Seed germination and seedling 122-1(a) October t, 1999
emergence

Vegetative vigor 122-1(b) October 1, 1999

Tier I and Tier I terrestrial plants

122-1 and 123-]

October 1, 2000

Aerobic aquatic metabolism

162-4

October 1, 1999
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c. Studies to be performed as a result of modified terms and
conditions of registration with tiered requirements - Run-off
Study and Studies on Ecotoxicity

Dow AgroSciences will conduct a run-off study to assess whether run-off is a significant
pathway for movement of 1,3-D in the environment, If studies show that 1,3-D and/or its
degradates can enter surface water in unacceptably high amounts as a result of run-off, then the
battery of studies for 3-chloroacrylic acid and 3-chloreallyl alcohol for estuarine/marine animals
(sheepshead minnow, mysid shrimp, eastern oyster) will be required.

In addition, EPA may require an avian acute oral study on the degradates pending the
results of the environmental fate studies on the degradates, As noted in section E.4.¢c., the
application method, of 1,3-D is not expected to result in high exposures to birds. If, however, the
environmental fate study results show that concentrations of concern may be present, then EPA
will require an acute avian oral study.

d. Product Chemistry Requirements

Section 4(g)(2)(B) of FIFRA calls for the Agency to obtain any needed productuspeciﬁc
data legaidmg the pesticide after a determination of eligibility has been ristrantq must
review previous data submissions to ensure that they meet cuu@{@ﬁ)}‘ rf{;e criteria and if
not, commit to conduct new studies.. If a feg,lstxanl at t ‘g@tslisx mitted data meet
current testing standards, then study M I 10 1 \t}k@i\g according to the instructions
in the Requirement Status ai é{%@ﬁ@’(a @e@g\m provided for each product. The
product-specific da;eégmﬁe 18,‘?1'{: lax&ﬂ}] Appendix D, “Product Specific Data Call-In.”

2. NOFOI mulatlon Changes

There are no requirements for formulation changes to products containing 1,3-ID at this
time.

3. Time frames

Revised labeling is scheduled to be borne by all products by August 1, 1999, The time
frames for the additional studies are listed in the Tables 29 and 30 above.

4. Labeling Requirements for End-Use Products
All end-use products should have clear, concise and complete labeling instructions.

Proper labels can improve reader understanding, thereby reducing misuse and the potential for
incidents., Towards this end, the Agency is requiring the following:
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C. Existing Stocks
The existing stocks time frames have been set for products containing 1,3-D. The label changes

which are referred to above in Table 32 are to be on all products which are sold or distributed by Dow
AgroSciences or any reformulator by August 1, 1999,
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Appendix A - Table of Use Patterns Subjeet to this RED

Appendix A is 23 pages fong and is not being included in this RED. Copies of Appendix A are
available upon request per the instructions in Appendix E.

PhA

el s\ A 0’3_7
e\ OVE 70,2
B\o\og‘°a3aﬂua(\l &
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GUIDE TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for active
ingredients within the case 0328 covered by this Reregistration Eligibility Decision Document, 1t
contains generic data requirements that apply to 0328 in all products, including data requirements for
which a "typical formulation" is the test substance.

The data table is organized in the following format:

1. Data Requirement (Column 1). The data requirements are listed in the order in which they
appear in 40 CFR Part 158. The reference numbers accompanying each test refer to the test
protocols set in the Pesticide Assessment Guidelines, which are available from the National Technical
Information Service, 5285 Port Royal Road, Springfield, VA 22161 (703) 487-4650,

2. Use Pattern (Column 2). This column indicates the use patierns for which the data requirements
apply. The following letter designations are used for the given use patterns:

Terrestrial food

Terrestrial feed V EP A

Terrestrial non-food (St T

Aquatic food Ca\ OV we fy 20&

Aqueﬁ n@\ g\dgg‘(\\)a

Ce Qi(la xc fdustrial

C\‘ed \G afid 9 n- food residential
'X—H 1O Greenhouse food

NO. Greenhouse non-food

Forestry

Residential

Indoor food

Indoor non-food

Indoor medical

Indoor residential

o oW e

gZer A=

3. Bibliographic citation (Column 3). Ifthe Agency has acceptable data in its files, this column lists
the identifying number of cach study. This normally is the Master Record ldentification (MRID)
number, but may be a "GS" number if no MRID number has been assigned. Refer to the Bibliography
appendix for a complete citation of the study.
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GUIDE TO APPENDIX C

CONTENTS OF BIBLIOGRAPHY. This bibliography contains citations of all studies
considered relevant by EPA in arriving at the positions and conclusions stated elsewhere
in the Reregistration Eligibility Document. Primary sources for studies in this
bibliography have been the body of data submitted to EPA and its predecessor agencies
in support of past regulatory decisions. Selections from other sources including the
published literature, in those instances where they have been considered, are included,

UNITS OF ENTRY. The unit of entry in this bibliography is called a "study". In the
case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the Agency, the Agency has sought to identify
documents at a level parallel to the published article from within the typically larger
volumes in which they were submitted, The resulting "studies" generally have a distinct
title (or at least a single subject), can stand alone for purposes of review and can be
described with a conventional bibliographic citation. The Agency has also attempted to
unite basic documents and commentaries upon them, treating them as a single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography are soited
numerically by Master Record Identifier, or "MR[D numbe1 Eé} imber is unique to
the citation, and should be used whenevei a spe \él ce i gﬁﬂed It is not
related to the six-digit "Accessmn Nu i@e%@e to identify volumes of
submitted studies (see pala \ e W ﬁﬁ\ %E er explanation). In a few cases,
entries added to tl @bﬁ 1ap tg@ h 1ewew may be preceded by a nine character
tempor Q@@ez\ﬁ‘ﬁei §hp§e et es are listed after all MRID entries. This temporary
identi nu Xt@ also to be used whenever specific reference is needed.

FORM OF ENTRY., In addition to the Master Record Identifier (MRID), each entry
consists of a citation containing standard elements followed, in the case of material
submitted to EPA, by a description of the earliest known submission. Bibliographic
conventions used reflect the standard of the American National Standards Institute
(ANSID), expanded to provide for certain special needs.

a. Author. Whenever the author could confidently be identified, the Agency has
chosen to show a personal author. When no individual was identified, the
Agency has shown an identifiable laboratory or testing facility as the author.
When no author or laboratory could be identified, the Agency has shown the first
submitter as the author.

b. Document date. The date of the study is taken directly from the document.

When the date is followed by a question mark, the bibliographer has deduced the
date from the evidence contained in the document. When the date appears as
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(1977), the Agency was unable to determine or estimate the date of the
document.

C. Title. In some cases, it has been necessary for the Agency bibliographers to
create or enhance a document title, Any such editorial insertions are contained
between square brackets.

d. Trailing parentheses. For studies submitted to the Agency in the past, the
trailing parentheses include (in addition to any self-explanatory text) the
following elements describing the earliest known submission:

(N Submission date. The date of the earliest known submission appeats
immediately following the word "received.”

(2)  Administrative number. The next element immediately following the
word "under" is the registration number, experimental use permit
number, petition number, or other administrative number associated with
the earliest known submission,

(3)  Submitter, The third element is the submmex W&R Eﬁthorship is

defaulted to the submitter, this elementisUititle T
\ca\ \%‘l dzol

4)  Volume ldengsg‘ia@hd@&esm BNM%E\JS) The final element in the
tlag 1csq(\ he EPA accession number of the volume in

. ,&ed \Rh ero'pgﬁzg submission of the study appears, The six-digit

Q 1 number follows the symbol "CDL," which stands for

NO. '‘Company Data Library.” This accession number is in turn followed by
an alphabetic suffix which shows the relative position of the study within
the volume.
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MRID

BIBLIOGRAPHY

CITATION

Table I - Citations with MRID Numbers Assigned

00030385

00033255

00033256

00033257

00033258

00033259

00033260

Glas, R.D. (1979) Determination of Residues of Cisand Trans
1,3Dichioropropene in Plant Materials: ACR 79.15. Method dated Nov 30,
1979, (Unpublished study received Feb 7, 1980 under 464511; submitted by
Dow Chemical U,S.A., Midland, Mich.; CDL: 241761-B)

McKinney, W.J.; Wendt, M.B.; Abbott, R.; et al. (1978) [Residues in
Sugarbeets]: TIR-24-355-76. (Unpublished study including TIR24-355-76-B,
received Jun 25, 1980 under 464-511; prepared by Shell Development Co.,
submitted by Dow Chemical U.S, A,, Midland, Mich.; CDL:242726-A)

McKinney, W.J.; Wendt, M.B.; Fries, F.A.; et al. (1978) [Residues in Cabbage]:
TIR-24-160-78-A. (Unpublished study including TIR24- -[ESB and
TIR-24-195-78, received Jun 25, 1980 under 46%‘\3\}9 Npre a1e by Shell
Development Co., submitted by Dow l@l\\b 1d Mich.;
\C

CDL:242726-B) o 3\0\09 a\’\UaN

303“ Ve qb‘qm:?ﬁ 978) [Residues in Potatoes]: TIR-24172-78-A.

bh 7! mcludmg TIR-24-172-78-B, received Jun 25, 1980 under
1epat ed by Shell Development Co., submitted by Dow Chemical
8. A Mld}and Mich.; CDL: 242726-C)

McKinney, W.J.; Fries, F.A.; Wendt, M.B.; et al. (1978) [Residues in
Cauliflower]: TIR-24-180-78. (Unpublished study including TIR-24-180-78-B,
received Jun 25, 1980 under 464-511; prepared by Shell Development Co.,
submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:242726-D)

McKinney, W.1.; Fries, F.A.; Wendt, M.B.; et al. (1978) [Residues in Lettuce]:
TIR-24-191-78A. (Unpublished study including TIR24-191-78-B,
TIR-24-192-78A and TIR-24-192-78-B, received Jun 25, 1980 under 464-511;
prepared by Shell Development Co., submitted by Dow Chemical U.S.A.,
Midland, Mich.; CDIL.:242726-E)

McKinney, W.J.; Fries, F.A.; Bierman, B.; et al. (1979) [Residues in

Watermelon]: TIR-24-227-78B. (Unpubltshed study including TIR-24-227-78,
TIR-24-244-78-B and TIR-24-244-78, received Jun 25, 1980 under 464-511;
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MRID

BIBLIOGRAPHY

CITATION

00033261

00033262

00033263

00033264

00036894

00039680

00039683

prepared by Shell Development Co. and others, submitted by Dow Chemical
U.S.A,, Midland, Mich.; CDL: 242726-F)

McKinney, W.J.; Brown, L.l.; Doern, B.L.; et al. (1979) [Residues in Various
Crops]: TIR-24-642-78. (Unpublished study including TIR-24-614-79, received -
Jun 25, 1980 under 464-511; prepared by Shell Development Co., submitted by
Dow Chemical U.S.A., Midland, Mich.; CDL:242726-G)

Dutson, N.J.; Seager, S.V.; Wallace, B.G.; et al. (1977) Residues of the Major
Components of D-D and Primary Metabolites in Lettuce from Germany: Group
Research Report BLGR.0024.77. (Unpublished study received Jun 25, 1980
under 464-511; prepared by Shell Research, Ltd., submitted by Dow Chemical
U.S.A., Midland, Mich.; CDL:242726-H)

Bosio, P.G.; Granier, R. (1977) Residues ofD atge
Flance--l976/77 Trials: Group Rese l@\%]b (Unpubhshed
study received Jun 25, 19 \d}@ -51 B@,&J{e y Shell Chemie,
submitted Egé)o,{'é@ﬁﬁiﬁ ‘(\\\' 61—‘9 and Mich.; CDL:242726-1)
C
(}R@rgn & 6@717@, S.M.; Wallace, B.G,; et al. (1978) Residues of the Major
mpohents of D-D and anal y Metabohtes in Pineapples from South Africa:
roup Research Report BLGR.0071.78. (Unpublished study received Jun 25,
1980 under 464-511; prepared by Shell Research, Ltd., submitied by Dow
Chemical U.S.A., Midland, Mich.; CDL:242726-I)1

Osborne, W.W. (1974) Prevent/limit pod rod with two-phase chemical control.
Peanut Farmer 10(4):12. (Also~In~unpublished submission received Sep 13,
1976 under 400-129; submitted by Uniroyal Chemical, Bethany, Conn.;
CDL;225604-H)

Dow Chemical U.S A. (1980) [Metabolism, Mating Behavior, Fertility and
Toxicity in Male and Female Rats]. Summary of studies 099515-R and
099515-S, (Unpublished study received Jul 22, 1980 under 464-EX-63;
CDL:099515-0G)

Toyoshima, S.; Sato, R.; Sato, 8. (1978) The Acute Toxicity Test on Telone II

in Mice. (Unpublished study received Jul 22, 1980 under 464-EX-63; prepared
by Keio Univ., Drug Chemistry Institute, Chemotherapy Div, and Japan
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MRID

BIBLIOGRAPHY

CITATION

00039685

00039688

00039692

00039693

00039694

00039695

00039696

Experimental Medical Research Institute Co., Ltd., submitted by Dow Chemical
U.S.A., Midland, Mich.; CDL:099515-I)

Coate, W.B.; Keenan, D.L.; Hardy, R.1.; et al. {1978) Final Report: Telone™(R)=
Il (Production Grade): Project No. 174-126. (Unpublished study received Jul
22, 1980 under 464-EX-63; prepared by Hazleton Laboratories America, Inc.,
submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:099515-1)

Sudo, S.; Nakazawa, M.; Nakazono, M.; et al. (1978) The Mutagenicity Test on
1,3-Dichloropropene in Bacteria Test System: Project No. NRI-78-2819,
{(Unpublished study received Jul 22, 1980 under 464-EX-63; prepared by
Nomura Sogo Research [nstitute, submitted by Dow Chemical U.S.A., Midland,
Mich,; CDL:099515-P)

Bentley, R.E. (1975) Acute Toxicity of M 3993 g\@;tﬁgiﬁ’?+ep0|nls
macrochirus~p) and Rainbow Trout au E’wﬂ, (Unpublished
study received Jul 22, 19 1\ nie g ’é are f)y BIOHOD’HCS EG&G,
submitted by Do lfcﬁ)’fi AQ and, Mich.; CDL:099515-T)

@5@((\311 é @@’g’{A (19?77 Summary of Residue Analyses of
ropropenes in Crops Treated Post-plant with Telone II. (Unpublished
study lecelved Jul 22, 1980 under 464-EX-63; CDL: 099515-W)

Glas, R.D. (1980) Determination of Resudies [sic] of Cisand
Transl1,3-Dichloropropene in Fruit: ACR 80.9. Method dated Jul 9, 1980.
(Unpublished study received Jul 22, 1980 under 464-EX63; submitted by Dow
Chemical U.8.A., Midland, Mich.; CDL: 099515-X)

Glas, R.D. (1980) Determination of Residues of Cisand TransChloroallyl
Alcohols in Fruit by Gas Chromatography Using and Electrolytic Conductivity
Detector: ACR 80.10. Method dated Jul 9, 1980. (Unpublished study received
Jul 22, 1980 under 464-EX63; submitted by Dow Chemical U.S.A., Midland,
Mich.; CDL: ¢99515-Y)

Lembright, H.W.; Hart, W.; Rough, D. (1980) Residues of
1,3-Dichioropropenes and Chloreallyl Alcohols in Green Almonds Grown in Soil
Fumigated with Telone I Soil Fumigant. (Unpublished study received Jul 22,
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MRID

BIBLIOGRAPHY

CITATION

00039697

00039698

00039699

00039700

00040721

00040722

Chia! k&s

1980 under 464-EX-63; submitted by Dow Chemical U.S.A., Midland, Mich,;
CDL:099515-7)

Glas, R.D.; Turner, G.O. (1980) Analysis of Oranges and Peaches for Residues
of Dichloropropenes and Chloroallyl Alcohols after Postplant Application of
Telone 1l Soil Fumigant: GH-C 1312, (Unpublished study received lul 22, 1980
under 464-EX-63; submitted by Dow Chemical U.S.A., Midland, Mich.;
CD1.:099515-AA)

Glas, R.D.; VanGundy, S. (1980) Analysis of Peel, Pulp, Leaves and Soil from
an Orange Grove for Residues of Dichloropropenes and Chloroallyl Alcohols
after Post Plant Injection of Telone 11 Soil Fumigant: GH-C 1308. (Unpublished
study received Jul 22, 1980 under 464-EX-63; prepared in cooperation with
Univ, of California--Riverside, submitted by Dow Cheml@\j,ps A, Midland,

Mich.; CDL:099515-AB)
\\l 6‘5\ 203—’{

Glas, R.D.; Tumer, G.O. % Q@@\ﬁ?}'ms ’ﬁﬁeg’%n Residues of

chhlmoplopen qn’({ﬁh 10 aftel Postplant Application of Telone

1l S %{ npubhshed study received Jul 22, 1980 under
1 y Dow Chemical U.S.A., Midland, Mich.;

5 AC)

Lembright, H. (1980) Residues of 1,3-Dichioropropenes and Chloroallyl
Alcohols in Grapes Grown in Soil Fumigated with Telone 11 Soil Fumigant.
(Unpublished study received Jul 22, 1980 under 464-EX-63; submitted by Dow
Chemical U.S.A., Midland, Mich.; CDL:099515-AD)

Bauriedel, W.R.; Craig, L.F. (1973) A Study of the Residue Present in Sugar
Beets Grown in Soi] Treated with 14C-Labeted~Cis~pand
w~Trans~p-1,3-Dichloropropene. (Unpublished study received Jul 22, 1980
under 464-EX-63; submitted by Dow Chemical U.S.A., Midland, Mich.;
CDL:099516-L)

Betry, D.L., (1973) Absorption, Translocation and Metabolism of
1,3Dichloropropene in Selected Plants. Doctora! dissertation, Utah State Univ.
{Unpublished study received Jul 22, 1980 under 464EX-64; submitted by Dow
Chemical U, S A, Midland, Mich.; CDL: 099516-M)
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MRID

BIBLIOGRAPHY

CITATION

00109291

00109420

00109672

00115214

00117045

00117050

00118938

C,‘“ﬁl l’

Shell Development Co. (1981) Residue Determination of the Z and E Isomers of
3-chloroallyl Alcohol (CAA) in Agricultural Commoditics, Soils, and Water:
Capillary GLC/Hall Electrolytic Conductivity Detector Method: MMS-R-506-2.
{Unpublished study received Jan 15, 1982 under 201-253; CDL.:246671-A)

Shell Development Co. (1981) Residue Determination of |,2-dichloropropane
and the Z and E Isomers of 1,3-dichloropropene in Agricultural Commodities,
Soil and Water; Capillary GLC/Hall Electrolytic Conductivity Detector Method:
MMS-R-505-2. (Unpublished study received Jan 15, 1982 under 201-253;
CDL: 246672-A)

Shell Chemical Co. (1978) D-D Crop Residue and Analytic Methods: Volume
1. (Compilation; unpublished study received Aug 30, 1978 under 201-119;
CDL:235253-A) cPhA

Dow Chemical U.S.A. (1982) Residy QBWQ\‘?&EB 1@:@% on (a) Food or
Feed Commodities; (b) N ops St\, acco; and (c) Foliage or
Other Sltes Wh %{Vﬁ@ R ate @y@@ azard or Adverse Effects on the
Env de @@&l% ton of the Analytical Method(s) Used and a

Dita’ (Compilation; unpublished study received Sep 22, 1982
w@; X63 CDL:248406-B)

Dow Chemical U.S.A. (1982) [Telone Il Chemistry Data]. (Compilation;
unpublished study received Sep 22, 1982 under 464-EX-63; CDL:248416-A)

Meikle, R.; Youngson, C. (1980) The Hydrolysis Rates of cisand
trans-1,3-Dichloropropene, 1,2-Dichloropropane and 2,3-Dichloropropene in
Dilute Aqueous Solution: Report GS-1659. Final rept. (Unpublished study
received Sep 22, 1982 under 464-EX-63; submitted by Dow Chemical U.S A,
Midland, MI; CDL:248417-F)

Fink, R.; Beavers, I.; Joiner, G.; et al. (1982) Acute Oral LD50-Bobwhite Quail:
Telone 11 Soil Fumigant: Project No. 103-207. Final rept. (Unpublished study
received Sep 22, 1982 under 464-EX-63; prepared by Wildlife International Ltd.,
submitted by Dow Chemical U.S.A., Midland, MI; CDL.:248415-C)
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MRID

BIBLIOGRAPHY

CITATION

00144715

00146461

00146467

00146469

00152848

00155846

00158442

00159679

00163030

John, J.; Kloes, P.; Calhoun, L.; et al. (1983) Telone II: Inhalation Teratology
Study in Fischer 344 Rats and New Zealand White Rabbits: Report No. HET
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M‘*“‘E?‘:"pf UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
= 2
AN Zh WASHINGTON, D.C. 20460
" Pﬂo‘e' OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

DATA CALL-IN NOTICE

CERTIFIED MAIL

J.EPP
)\ 6(5\ v 0, 200

\
Dear Sir or Madam; B‘\Q\O 3 a(\\)a(\j

c‘e

This No@ﬁ\,‘%q g\gﬁ%?d 0the1 registrants of pesticide products containing the active
ingredient identifigd &- gﬁachment I of this Notice, the Data Call-In Chemical Status Sheet, to
submit certain product specific data as noted herein to the U.S. Environmental Protection Agency
(EPA, the Agency). These data are necessary to maintain the continued registration of your
product(s) containing this active ingredient. Within 90 days after you receive this Notice you
must respond as set forth in Section Il below. Your response must state:

L How you will comply with the requirements set forth in this Notice and its
Attachments 1 through §; or '

2, Why you believe you are exempt from the requirements listed in this Notice and in
Attachment 3, Requirements Status and Registrant's Response Form, (see section
IT1-B); or

2 Why vou believe EPA should not require your submission of product specific data

in the manner specified by this Notice (see section III-D).

If you do not respond to this Notice, or if you do not satisfy EPA that you will comply
with its requirements or should be exempt or excused from doing so, then the registration of your

E3l
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product(s) subject to this Notice will be subject to suspension. We have provided a list of all of
your products subject to this Notice in Attachment 2, Data Call-In Response Forin, as well as a
list of all registrants who were sent this Notice (Attachment 5).

The authority for this Notice is section 3(c)(2)(B) of the Federal Insecticide, Fungicide
and Rodenticide Act as amended (FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this
information is authorized under the Paperwork Reduction Act by OMB Approval No. 2070-0107
and 2070-0057 (expiration date 03-31-99),

This Notice is divided into six sections and six Aftachments. The Notice itself contains
information and instructions applicable to all Data Call-In Notices. The Attachments contain
specific chemical information and instructions. The six sections of the Notice are:

Section] - Why You Are Receiving This Notice

Section Il -  Data Required By This Notice

Section Il - Compliance With Requirements Of This Notice

Section IV - Consequences Of Failure To Comply With This Notice

Section V - Registrants’ Obligation To Report Possible Unreasonable Adverse

Effects
Section VI - Inquiries And Responses To This Notice EP A
The Attachments to this Notice are: o D\\, e(S\ V 203—7
C
00\ ary 3
- Data Call- In Chemlca,l S@{l}%@?éetgo a\’\U
- Pr oduct- ftd Call- \ﬁ&gonse Form (Insert A)

n@Reégistrant's Response Form (Insert B
nd-Use Products for Meeting Acute Toxicology Data

R S
1

5 - List of Registrants Receiving This Notice
SECTION 1, WHY YOU ARE RECEIVING THIS NOTICE

The Agency has reviewed existing data for this active ingredient and reevaluated the data
needed to support continued registration of the subject active ingredient. The Agency has
concluded that the only additional data necessary are product specific data. No additional generic
data requirements are being imposed. You have been sent this Notice because you have
product(s) containing the subject active ingredient.

SECTION II. DATA REQUIRED BY THIS NOTICE

1I-A. DATA REQUIRED

The product specific data required by this Notice are specified in Attachment 3,
Requirements Status and Registrant's Response Form (Insert B). Depending on the results of the
studies required in this Notice, additional testing may be required.
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II-B. SCHEDULE FOR SUBMISSION OF DATA

You are required to submit the data or otherwise satisfy the data requirements specified in

Insert B, Requirements Status and Registrant's Response Form (Ingert B), within the time frames
provided.

1I-C. TESTING PROTOCOL

All studies required under this Notice must be conducted in accordance with test standards
outlined in the Pesticide Assessment Guidelines for those studies for which guidelines have been
established.

These EPA Guidelines are available from the National Technical Information Service (NTIS),
Attn: Order Desk, 5285 Port Royal Road, Springficld, Va 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Economic Cooperation and Development
(OECD) are also acceptable if the OECD-recommended test standards conform to those specified in
the Pesticide Data Requirements regulation (40 CFR § 158.70). When using the OECD protocols,
they should be modified as appropriate so that the data generated by the study will satisfy the
1equhements of 40 CFR § 158. Normally, the Agency will not extend deadliggspfor complying with
data requirements when the studies were not conducted in accmd with table standards.
The OECD protocols are available from OECD, 2001 L &a ﬁ}{gﬁn D.C. 20036
(Telephone number 202-785-6323; Fax tele@h&n‘@@\ﬁa 0%’\@5}

All new studies and g@@&% Wld@tgmltted in response to this Data Call-In Notice
must be in accmé;’)\lq V‘Y}\ (,1(%@‘]1% tory Practices [40 CFR Part 160.3(a)(6)].

1I-D. REY}\%TRANTS RECEIVING PREVIOUS SECTION 3(c)(2)(B) NOTICES
ISSUED BY THE AGENCY

Unless otherwise noted herein, this Data Call-In does not in any way supersede or change the
requirements of any previous Data Call-In(s), or any other agreements entered into with the Agency
pertaining to such prior Notice. Registrants must comply with the requirements of all Notices to .
avoid issuance of a Notice of Intent to Suspend their affected products.

SECTION II1. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE

1II-A. SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by this Notice for product specific data must be
submitted to the Agency within 90 days after your receipt of this Notice. Failure to adequately
respond to this Notice within 90 days of your receipt will be a basis for issuing a Notice of Intent to
Suspend (NOIS) affecting your products. This and other bases for issuance of NOIS due to failure to
comply with this Notice are presented in Section IV-A and [V-B.
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HI-B. OPTIONS FOR RESPONDING TO THE AGENCY

The options for responding to this Notice for product specific data are: (a) voluntary
cancellation, (b) agree to satisfy the product specific data requirements imposed by this notice or (¢)
request a data waiver(s).

A discussion of how to respond if you chose the Voluntary Cancellation option is presented
below. A discussion of the various options available for satisfying the product specific data
requirements of this Notice is contained in Section III-C. A discussion of options relating to
requests for data waivers is contained in Section [11-D.

There are two forms that accompany this Notice of which, depending upon your response,
one or both must be used in your response to the Agency. These forms are the Data-Call-In
Response Form (Insert A), and the Requirements Status and Registrant's Response Form (Insert B),
The Data Call-In Response Form must be submitted as part of every response to this Notice. In
addition, one copy of the Requirements Status and Registrant's Response Form (Insert B) must be
submitted for each product listed on the Data Call-In Response Form (Inseit A) unless the voluntary
cancellation option is selected or unless the product is identical to another (refer to the instructions
for completing the Data Call-In Response Form(Insert A). Please note that the company's
authorized representative is required to sign the first page of the Data Call J.n—-RBsDonse Form (Insert
A) and Requirements Status and Registrant's Response Form (lnse}\ N infHal. _a?ny subsequent
pages. The forms contain separate detailed msnuctlons ; Do not alter the

printed material, If you have questions or neeg? e in %gxayl E)ul response, call or write
the contact person(s) identified in AQ 3 0“
0 cen nwe

1. %k@éﬂh 31%@!@710'@ CYou may avoid the requirements of this Notice by
requesting volun 'ui\g@}l' on of your product(s) containing the active ingredient that is the

subject of this Notﬁgj If you wish to voluntarily cancel your product, you must submit a completed
Data Call-In Response Form (Insert A), indicating your election of this option. Voluntary
cancellation is item number 5 on the Data Call-In Response Form (Insert B). If you choose this
option, this is the only form that you are required to complete.

If you chose to vohuntarily cancel your product, further sale and distribution of your product
after the effective date of cancellation must be in accordance with the Existing Stocks provisions of
this Notice which are contained in Section IV-C.,

2. Satisfying the Product Specific Data Requirements of this Notice There are
various options available to satisfy the product specific data requirements of this Notice, These
options are discussed in Section I11-C of this Notice and comprise options 1 through 5 on the
Requirements Status and Registrant's Response Form(Insert A) and item numbers 7a and 7b on the
Data Call-In Response Form(Insert B). Deletion of a use(s) and the low volume/minor use option are
not valid options for fulfilling product specific data requirements.

3. Request for Product Specific Data Waivers. Waivers for product specific data are
discussed in Section I11-D of this Notice and are covered by option 7 on the Requirements Status
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and Registrant's Response Form (Insert B). I you choose one of these options, you must submit
both forms as well as any other information/data pertaining to the option chosen to address the data
requirement.

II-C SATISFYING THE DATA REQUIREMENTS OF THIS NOTICE

I1f you acknowledge on the Data Cali-In Response Form (Insert A) that you agree to satisfy
the product specific data requirements (i.e. you select itemm number 7a or 7b), then you must select
one of the six options on the Requirements Status and Registrant's Response Form (Insert A) related
to data production for each data requirement. Your option selection should be entered under item
number 9, "Registrant Response.” The six options related to data production are the first six options
discussed under item 9 in the instructions for completing the_Requirements Status and Registrant's
Response Form(Insert A). These six options are listed immediately below with information in
parentheses to guide registrants to additional instructions provided in this Section. The options are:

(1) 1 will generate and submit data within the specified time frame (Developing Data)

(2) 1 have entered into an agreement with one or more registrants to develop data jointly
(Cost Sharing)

(3) T have made offers to cost-share (Offers to Cost Share)

(4)  1am submitting an existing study that has not been subxmtteé@ep\lous y to the

Agency by anyone (Submitting an Existing Study) :
(5)  Iam submitting or citing data to upgladee ss?ﬂsd ’@03191\ as partially
SSIﬂed as acceptable or an existing study

acceptable and upgradeable (U %h;eé;}?@k% Stu
that has bﬁﬁn@@ﬁ\ ‘(’E‘R"N& wed by the Agency (Citing an Existing Study)

(6) 1 am citing an existin s@qﬁy
ptidn g a“; oo
Option fi ata -- If you choose to develop the required data it must be in
conformance with Wgency deadlines and with other Agency requirements as referenced here in and in

the attachments, All data generated and submitted must comply with the Good Laboratory Practice
(GLP) rule (40 CFR Part 160), be conducted according to the Pesticide Assessment
Guidelines(PAG), and be in conformance with the requirements of PR Notice 86-5.

The time frames in the Requirements Status and Registrant's Response Form (Insert A) are
the time frames that the Agency is allowing for the submission of completed study reports. The
noted deadlines run from the date of the receipt of this Notice by the registrant. If the data are not
submitted by the deadline, each registrant is subject to receipt of a Notice of Intent to Suspend the
affected registration(s).

If you cannot submit the data/reports to the Agency in the time required by this Notice and
intend to seek additional time to meet the requirements(s), you must submit a request to the Agency
which includes: (1) a detailed description of the expected difficulty and (2) a proposed schedule
including alternative dates for meeting such requirements on a step-by-step basis, You must explain
any technical or laboratory difficulties and provide documentation from the laboratory performing
the testing. While EPA is considering your request, the original deadline remains. The Agency will
respond to your request in writing. 1f EPA does not grant your request, the original deadline
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remains. Normally, extensions can be requested only in cases of extraordinary testing problems
beyond the expectation or control of the registrant. Extensions will not be given in submitting the
90-day responses. Extensions will not be considered if the request for extension is not made in a
timely fashion; in no event shall an extension request be considered if it is submitted at or after the
lapse of the subject deadline.

Option 2, Agreement to Share in Cost to Develop Data -- Registrants may only choose
this option for acute toxicity data and certain efficacy data and only if EPA has indicated in the
attached data tables that your product and at least one other product are similar for purposes of
depending on the same data. 1f this is the case, data may be generated for just one of the products in
the group. The registration number of the product for which data will be submitted must be noted in
the agreement to cost share by the registrant selecting this option. If you choose to enter into an
agreement to share in the cost of producing the required data but will not be submitting the data
yourself, you must provide the name of the registrant who will be submitting the data. You must
also provide EPA with documentary evidence that an agreement has been formed. Such evidence
may be your letter offering to join in an agreement and the other registrant’s acceptance of your
offer, or a written statement by the parties that an agreement exists. The agreement to produce the
data need not specify all of the terms of the final arrangement between the parties or the mechanism
to resolve the terms. Section 3(c)(2)(B) provides that if the parties cannot resolve the terms of the
agreement they may resolve their differences through binding arbitration. P A

Option 3, Offer to Share in the Cost of Data Dmklﬁ‘fé}\y-- E %FIOI} only applies to

acute toxicity and certain efficacy data as descu ion 2 Qf‘ you have made an offer to
pay in an attempt to enter info an \% e(x@qn n@ﬁnﬂ@;ﬁ}’\ng agreement to meet the
requirements of this Notlce been ul, you may request EPA (by selecting this

option) to exeicﬁf\»{@@\; 1et10 qt’fo@&spend your registration(s), although you do not comply
with the data sub }gt 10113_&[&1 ments of this Notice, EPA has determined that as a general policy,
absent other relev onsndelatlons, it will not suspend the registration of a product of a registrant
who has in good faith sought and continues to seek to enter into a joint data development/cost
sharing program, but the other registrant(s) developing the data has refused to accept your effer. To
qualify for this option, you must submit documentation to the Agency proving that you have made an
offer to another registrant (who has an obligation to submit data) to share in the burden of
developing that data. You must also submit to the Agency a completed EPA Form 8570-32,
Certification of Offer to Cost Share in the Development of Data, Attachment 7. 1n addition, you
must demonstrate that the other registrant to whom the offer was made has not accepted your offer
to enter into a cost sharing agreement by including a copy of your offer and proof of the other
registrant's receipt of that offer (such as a certified mail receipt). Your offer must, in addition to
anything else, offer to share in the burden of producing the data upon terms to be agreed or failing
agreement to be bound by binding arbitration as provided by FIFRA section 3(¢c)(2)(B)(iii) and must
not qualify this offer. The other registrant must also inform EPA of its election of an option to
develop and submit the data required by this Notice by submitting a Data Call-In Response Form
(Insert A) and a Requirements Status and Registrant's Response Form (Insert B) committing to
develop and submit the data required by this Notice.
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In order for you to avoid suspension under this option, you may not withdraw your offer to
share in the burdens of developing the data. In addition, the other registrant must fulfill its
commitment to develop and submit the data as required by this Notice. If the other registrant fails to
develop the data or for some other reason is subject to suspension, your registration as well as that
of the other registrant will normally be subject to initiation of suspension proceedings, unless you
commit to submit, and do submit the required data in the specified time frame. In such cases, the
Agency generally will not grant a time extension for submitting the data.

Option 4, Submitting an Existing Study -- If you choose to submit an existing study in
response to this Notice, you must determine that the study satisfies the requirements imposed by this

Notice. You may only submit a study that has not been previously submitted to the Agency or
previously cited by anyone. Existing studies are studies which predate issuance of this Notice. Do
not use this option if you are submitting data to upgrade a study. (See Option 5).

You should be aware that if the Agency determines that the study is not acceptable, the
Agency will require you to comply with this Notice, normally without an extension of the required
date of submission. The Agency may detenmine at any time that a study is not valid and needs to be
repeated.

To meet the requirements of the DCI Notice for submitting an exls%x@:psudy all of the
following three criteria must be clearly met: V
e(S\ 0’[{

a. You must certify at the time th @3 &Q@t\ing‘}Q ﬁs%%t’nltted that the raw data and
specimens from the siudipl &}vallétb and review and you must identify
whele thei\a@@% bie e done in accordance with the requirements of

,g ’{3’{})1 tlce (GLP) regulation, 40 CFR Part 160. As stated in 40

& 6(@6}

not

raw data' means any laboratory worksheets, records, memoranda,

or exact copies thereof, that are the result of original observations and
activities of a study and are necessary for the reconstruction and evaluation of the
repott of that study. In the event that exact transcripts of raw data have been
prepared (e.g., tapes which have been transcribed verbatim, dated, and verified
accurate by signature), the exact copy or exact transcript may be substituted for the
original source as raw data. 'Raw data' may include photographs, microfilm or
microfiche copies, computer printouts, magnetic media, including dictated
observations, and recorded data from automated instruments." The term
"specimens", according to 40 CFR 160.3(k), means "any material derived from a test
system for examination or analysis,"

b. Health and safety studies completed after May 1984 must also contain all GLP-
required quality assurance and quality control information, pursuant to the
requirements of 40 CFR Part 160. Registrants must also certify at the time of
submitting the existing study that such GLP information is available for post-May
1984 studies by including an appropriate statement on or attached to the study signed
by an authorized official or representative of the registrant.
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c. You must certify that each study fulfills the acceptance criteria for the Guideline
relevant to the study provided in the FIFRA Accelerated Reregistration Phase 3
Technical Guidance and that the study has been conducted according to the Pesticide
Assessment Guidelines (PAG) or meets the purpose of the PAG (both available from
NTIS). A study not conducted according to the PAG may be submitted to the
Agency for consideration if the registrant believes that the study clearly meets the
purpose of the PAG. The registrant is referred to 40 CFR 158.70 which states the
Agency's policy regarding acceptable protocols, If you wish to submit the study, you
must, in addition to certifying that the purposes of the PAG are met by the study,
clearly articulate the rationale why you believe the study meets the purpose of the
PAG, including copies of any supporting information or data, It has been the
Agency's experience that studies completed prior to January 1970 rarely satisfied the
purpose of the PAG and that necessary raw data are usually not available for such
studies.

If you submit an existing study, you must certify that the study meets all requirements of the
criteria outlined above,

If you know of a study pertaining to any requirement in this Notice which does not meet the
criteria outlined above but does contain factual information regarding unrea 1?@6 adverse effects,
you must notify the Agency of such a study. If such study is in tl‘le,{% ’Qpcg files, you need only cite
it along with the notification, If not in the Agency's ﬁles\)ﬁwﬁﬁﬁéu 6;’tﬂ2®i\n nary and copies as

h]

4 Ty i - a 3
required by PR Notice 86-5. B-\O\og\c’ 3 a\,\UaN

fo¢ 0 .

Option §, Upgradi{g@xﬁ&} -- &{\\sﬁ@f Ras been classified as partially acceptable and
upgradeable, yo#a“@dl\ it ﬂu@étade that study. The Agency will review the data submitted
and determine if th reqz&i_ibn%e t1s satisfied. If the Agency decides the requirement is not satisfied,
you may still be rgﬁfed to submit new data normally without any time extension. Deficient, but
upgradeable studies will normally be classified as supplemental. However, it is important to note that
not all studies classified as supplemental are upgradeable. If you have questions regarding the
classification of a study or whether a study may be upgraded, call or write the contact person listed
in Attachment 1. 1f you submit data to upgrade an existing study you must satisty or supply
information to correct all deficiencies in the study identified by EPA. You must provide a clearly
articulated rationale of how the deficiencies have been remedied or corrected and why the study
should be rated as acceptable to EPA. Your submission must aiso specify the MRID number(s) of
the study which you are attempting to upgrade and must be in conformance with PR Notice 86-5.

Do not submit additional data for the purpose of upgrading a study classified as unacceptable
and determined by the Agency as not capable of being upgraded.

This option should also be used to cite data that has been previously submitted to upgrade a

study, but has not yet been reviewed by the Agency. You must provide the MRID number of the
data submission as well as the MRID number of the study being upgraded.
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The criteria for submitting an existing study, as specified in Option 4 above, apply to all data
subimissions intended to upgrade studies. Additionally your submission of data intended to upgrade
studies must be accompanied by a certification that you comply with each of those criteria as well as
a certification regarding protocol compliance with Agency requirements.

Option 6, Citing Existing Studies -- If you choose to cite a study that has been previousty
submitted to EPA, that study must have been previously classified by EPA as acceptable or it must
be a study which has not yet been reviewed by the Agency. Acceptable toxicology studies generally
will have been classified as "core-guideline" or "core minimum." For all other disciplines the
classification would be "acceptable.” With respect to any studies for which you wish to select this
option you must provide the MRID number of the study you are citing and, if the study has been
reviewed by the Agency, you must provide the Agency's classification of the study:.

If you are citing a study of which you are not the original data submitter, you must submit a

completed copy of EPA Form 8570-34, Certification with Respect to Citations of Data (in PR
Notice 98-5). :

Registrants who select one of the above 6 options must meet all of the requirements
described in the instructions for completing the Data Call-In Response Form (Insert A) and the
Requirements Status and Registrant's Response Form (Insert B), as appnop@@p\

I[1-D. REQUESTS FOR DATA WAIVER o\ D\\uews\é 20“

\

If you request a waiver for produgt @01}' dafa lﬁ:@:}’\lsea}:g{l believe it is inappropriate, you
must attach a comple %@@B pef(n tl{ )(qu@s mcludmg technical reasons, data and references
fo relevant EPA eﬁi Tlﬁés% policies. (Note: any supplemental data must be submitted
in the format requi bﬂ_likidotlce 86-5). This will be the only opportunity to state the reasons or
provide infor maﬂoﬁm suppott of your request. If the Agency approves your waiver request, you
will not be required to supply the data pursuant to section 3(c)(2)(B) of FIFRA. If the Agency
denies your waiver request, you must choose an option for meeting the data requirements of this
Notice within 30 days of the receipt of the Agency's decision. You must indicate and submit the
option chosen on the Requirements Status and Registrant's Response Form. Product specific data
requirements for product chemistry, acute toxicity and efficacy (where appropriate) are required for
all products and the Agency would grant a waiver only under extraordinary circumstances. You
should also be aware that submitting a waiver request will not automatically extend the due date for
the study in question. Waiver requests submitted without adequate supporting rationale will be
denied and the original due date will remain in force.

IV. CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE

IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of Intent to Suspend products subject to this Notice due to
failure by a registrant to comply with the requirements of this Data Call-In Notice, pursuant to
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FIFRA section 3(c)(2)(B). Events which may be the basis for issuance of a Notice of Intent to
Suspend include, but are not limited to, the following:

[.

Failure to respond as required by this Notice within 90 days of your receipt of this
Notice.

Failure to submit on the required schedule an acceptable proposed or final protocol
when such is required to be submitted to the Agency for review.

Failure to submit on the required schedule an adequate progress report on a study as
required by this Notice.

Failure to submit on the required schedule acceptable data as required by this Notice.

Failure to take a required action or submit adequate information pertaining to any
option chosen to address the data requirements (e.g., any required action or
information pertaining to submission or citation of existing studies or offers,
arrangements, or arbitration on the sharing of costs or the formation of Task Forces,
failure to comply with the terms of an agreement or arbitration concerning joint data
development or failure to comply with any terms of a data wat e’;)

Failure to submit supportable certiﬁcat: Qf@:‘\q@ﬂ%\cg%i t@@éo} submitted studies,
as required by Section II1- C of this NG (

W 1thdtawal Q‘f@(\&@é; to 8\%\\%;{ Rl(}he cost of developing required data.

% § oﬁ_thel‘e%lstlant to whom you have tendered an offer to share in the cost of
developing data and provided proof of the registrant's receipt of such offer or failure
of a registrant on whom you rely for a generic data exemption either to:

a. inform EPA of intent to develop and submit the data required by this Notice
on a Data Call-In Response Form(Insert A} and a Requirements Status and

Registrant's Response Form(Insert B);

b. fulfill the commitment to develop and submit the data as required by this
Notice; or

c. otherwise take appropriate steps to meet the requirements stated in this
Notice, unless you commiit to submit and do submit the required data in the
specified time frame.

Failure to take any required or appropriate steps, not mentioned above, at any time
following the issuance of this Notice.
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IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
UNACCEPTABLE

The Agency may determine that a study (even if submitted within the required time) is
unacceptable and constitutes a basis for issuance of a Notice of Intent to Suspend, The grounds for
suspension include, but are not limited to, failure to meet any of the following:

1. EPA requirements specified in the Data Call-In Notice or other documents incorporated
by reference (including, as applicable, EPA Pesticide Assessment Guidelines, Data Reporting
Guidelines, and GeneTox Health Effects Test Guidelines) regarding the design, conduct, and
reporting of required studies. Such requirements include, but are not limited to, those
refating to test material, test procedures, selection of species, number of animals, sex and
distribution of animals, dose and effect levels to be tested or attained, duration of test, and, as
applicable, Good Laboratory Practices,

2. EPA requirements regarding the submission of protocols, including the incorporation of
any changes required by the Agency following review,

3. EPA requirements regarding the reporting of data, including the manner of reporting, the
completeness of results, and the adequacy of any required supporti cp\:aw) data,

including, but not limited to, requirements referenced or inc,L{&d otxce or contained
in PR 86-5. All studies must be submitted in the, \\l e%@'}a preliminary report

will not be considered to fulfill the subq@@@@%uneag@

o(
IV-C EXISTIQG M&‘O@ ;@;g&!;@l@)ED OR CANCELED PRODUCTS
wed V' el @

EPA has%f&g) OY}_AG%@U'[}’ to permit continued sale, distribution and use of existing stocks
of a pesticide pro which has been suspended or canceled if doing so would be consistent with the
purposes of the Act.

The Agency has determined that such disposition by registrants of existing stocks for a
suspended registration when a section 3(¢c)(2)(B) data request is outstanding would generally not be
consistent with the Act's purposes. Accordingly, the Agency anticipates granting registrants
perimission to sell, distribute, or use existing stocks of suspended product(s) only in exceptional
circumstances. If you believe such disposition of existing stocks of your product(s) which may be
suspended for failure to comply with this Notice should be permitted, you have the burden of clearly
demonstrating to EPA that granting such permission would be consistent with the Act. You must
also explain why an "existing stocks” provision is necessary, including a statement of the quantity of
existing stocks and your estimate of the time required for their sale, distribution, and use. Unless you
meel this burden the Agency will not consider any request pertaining to the continued sale,
distribution, or use of your existing stocks after suspension,

If you request a voluntary cancellation of your product(s) as a response to this Notice and

your product is in full compliance with all Agency requirements, you will have, under most
circumstances, one year from the date your 90 day response to this Notice is due, to sell, distribute,
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or use existing stocks. Normally, the Agency will allow persons other than the registrant such as
independent distributors, retailers and end users to sell, distribute or use such existing stocks until the
stocks are exhausted. Any sale, distribution or use of stocks of voluntarily canceled products
containing an active ingredient for which the Agency has particular risk concerns will be determined
on case-by-case basis.

Requests for voluntary cancellation received after the 90 day response period required by this
Notice will not result in the Agency granting any additional time to sell, distribute, or use existing
stocks beyond a year from the date the 90 day response was due unless you demonstrate to the
Agency that you are in full compliance with all Agency requirements, including the requirements of
this Notice, For example, if you decide to voluntarily cancel your registration six months before a 3
year study is scheduled to be submitted, all progress reports and other information necessary to
establish that you have been conducting the study in an acceptable and good faith manner must have
been submitted to the Agency, before EPA will consider granting an existing stocks provision,

SECTION V., REGISTRANTS' OBLIGATION TO REPORT POSSIBLE
UNREASONABLE ADVERSE EFFECTS

Registrants are reminded that FIFRA section 6(a)(2) states that if at any time after a pesticide
is registered a registrant has additional factual information regarding unrea adverse effects on
the environment by the pesticide, the registrant shall submit the mfo 'rtjm‘é? Agency.
Registrants must notify the Agency of any factual inforn a(?\\nﬁé Jf]atever source,
including but not limited to interim or p;ehmma%(gsﬁ of st1 ‘ding unreasonable adverse
effects on man or the environment. Thg@n(e& 6@9&&&:5 as long as the products are registered

by the Agency. we
¥ geney C\edmce 17 arcV
SECTION VI IN(NﬁIg S AND RESPONSES TO THIS NOTICE

If you have any questions regarding the requirements and procedures established by this
Notice, call the contact person(s) listed in Attachment 1, the Data Call-In Chemical Status Sheet.

All responses to this Notice (other than voluntary cancellation requests and generic data
exemption claims) must include a completed Data Call-In Response Form (Insert A) and a completed
Requirements Status and Registrant's Response Form (Insert B) for product specific data) and any
other documents required by this Notice, and should be submitted to the contact person(s) identified
in Attachment 1. If the voluntary cancellation or generic data exemption option is chosen, only the
Data Call-In Response Form (Insert A) need be submitted.
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The Office of Compliance Monitoring (OCM) of the Office of Pesticides and Toxic
Substances (OPTS), EPA, will be monitoring the data being generated in response to this Notice,

Sincerely yours,

L.ois A. Rossi, Director
Special Review and
Reregistration Division

Afttachments

- Data Call-In Chemical Status Sheet
- Product-Specific Data Call-In Response Form {Insert A)

Requirements Status and Registrant's Response Form (Insert%?
- EPA Batching of End-Use Products for Meeting Acute Yjoxtedlogy Data
Requirements for Reregistration

5 - List of Registrants Receiving T hi%@ ﬁ@\ 30*

O O R A
1
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1,3-DPICHLOROPROPENE DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

You have been sent this Product Specific Data Call-In Notice because you have product(s)
containing 1,3-Dichloropropene.

This Product Specific Data Call-In Chemical Status Sheet, contains an overview of data required
by this notice, and point of contact for inquiries pertaining to the reregistration of 0328. This attachment
is to be used in conjunction with (1) the Product Specific Data Call-In Notice, (2) the Product Specific
Data Call-In Response Form (Attachment 2), (3) the Requirements Status and Registrant's Form
(Attachment 3), (4) EPA's Grouping of End-Use Products for Meeting Acute Toxicology Data
Requirement (Attachment 4), and (5) a list of registrants receiving this DCI (Attachment 5),

DATA REQUIRED BY THIS NOTICE

The additional data requirements needed to complete the database for 1,3-Dichloropropene are
contained in the Requirements Status and Registrant's Response, Attachment 3. The Agency has
concluded that additional data on 1,3-Dichloropropene are needed for specific products. These data are
required to be submitied to the Agency within the time frame listed. TheSé\gapq are needed to fully
complete the reregistration of all eligible 1,3-Dichloropropene p:od Q}sxl

Y

wers
INQUIRIES AND RESPONSES TO THIS NQQ}{GECa D‘,\ ary 30,

If you have any (}\ @%‘%&aldlﬁg\wﬁgaod\;\lct specific data requirements and procedures
established by tltlj'&@éc gﬂiﬁtﬁ aren Jones at (703) 308-8047.

All 1'espon§96 this Notice for the Product Specific data requirements should be submitted to:

Karent Jones

Chemical Review Manager Team 81

Product Reregistration Branch

Special Review and Reregistration Branch 7508C
Office of Pesticide Programs

1.8, Environmental Protection Agency
Washington, D.C. 20460

RE: 1,3-Dichleropropene
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INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORM

Item 1-4,

Item 35,

Item 6.

ftem 7a.

ltem 7b.

[tems 8-11.

NOTE:

(INSERT A) FOR PRODUCT SPECIFIC DATA
Already completed by EPA.

If you wish to voluntarily cancel your product, answer "yes." If you choose this option,
you will not have to provide the data required by the Data Call-In Notice and you will
not have to complete any other forms. Further sale and distribution of your product after
the effective date of cancellation must be in accordance with the Existing Stocks
provision of the Data Call-In Notice (Section 1V-C),

Not applicable since this form calls in product specific data only. However, if your
product is identical to another product and you qualify for a data exemption, you must
respond with "yes" to ltem 7a (MUP) or 7B (EUP) on this form, provide the EPA
registration numbers of your source(s); you would not complete the "Requirements
Status and Registrant's Response" form. Examples of such products include repackaged
products and Special Local Needs (Section 24¢) products which are identical to
federally registered products.

For each manufacturing use product (MUP) for wh’% pou wish to maintain
registration, you must agree to satisfy the data ig%m{wmhts Y u?spondmg yes."
owv

For each end use product U @g\@l@ol s% %%amtam registration, you must
agree to satisfy the (%{aﬁgﬁu el @531 ing "yes.” If you are requesting a data
waiver AN 1011 on the "Requirements Status and Registrant’s
l@qp@ﬁi W fem 9 you must 1esp0nd with Option 7 (Waiver Request) for

ud)_ whlch you are requesting a waiver. See Item 6 with regard to identical
plcﬁucts and data exemptions.

Self-explanatory.

You may provide additional information that does not fit on this form in a signed letter
that accompanies this form. For example, you may wish to report that your product has
already been transferred fo another company or that you have already voluntarily
canceled this product. For these cases, please supply all relevant details so that EPA can
ensure that its records are correct.
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INSTRUCTIONS FOR COMPLETING THE REQUIREMENTS STATUS AND
REGISTRANT'S RESPONSE FORM (INSERT B) FOR PRODUCT SPECIFIC DATA

Hem 1-3

Item 4.

item 5.

item 6.

Item 7.

Ttem 8.

Item 9.

Completed by EPA. Note the unique identifier number assigned by EPA in Item 3.
This number must be used in the transmittal document for any data submissions in
response to this Data Call-In Notice.

The guideline reference numbers of studies required to support the product's continued
registration are identified. These guidelines, in addition to the requirements specified in
the Notice, govern the conduct of the required studies, Note that series 61 and 62 in
product chemistry are now listed under 40 CFR 158,155 through 158.180, Subpart C.

The study title associated with the guideline reference number is identified.

The use pattern(s) of the pesticide associated with the product specific requirements is
(are) identified. For most product specific data requirements, all use patterns are covered
by the data requirements. In the case of efficacy data, the required studies only pertain
to products which have the use sites and/or pests indicated.

The substance to be tesied is identified by EPA, For producéfepiﬂc data, the product
as formulated for sale and distribution is the test s(ué) nek, ep{ in rare cases,
\|€
The due date for submission of e@ w\@@% ide @g %(ps no:ma]]y based on 8 months
after issuance of the ]%%gl ion Epgm ocument unless EPA determines that
a iongel txme@@iﬁa ’S{I%CWB
7

Ent gng le' ?the following response codes for each data requirement to show
hmﬁgou intend to comply with the data requirements listed in this table. Fuller
descriptions of each option are contained in the Data Call-In Notice.

1 will generate and submit data by the specified due date (Developing Data). By
indicating that 1 have chosen this option, I certify that [ will comply with all the
requirements pertaining to the conditions for submittal of this study as outlined.in the
Data Call-In Notice, By the specified due date, T will also submit: (1) a completed
"Certification with Respect to Citations of Data (in PR Notice 98-5)" form (EPA
Form 8570-34) and (2) two completed and signed copies of the Confidential
Statement of Formula (EPA Form 8570-4).

I have entered into an agreement with one or more registrants to develop data jointly
(Cost Sharing)., 1 am submitting a copy of this agreement. | understand that this
option is available only for acute toxicity or certain efficacy data and only if EPA
indicates in an attachment to this Notice that my product is similar enough to another
product to qualify for this option. 1 certify that another party in the agreement is
commilting to submit or provide the required data; if the required study is not submitted
on time, my product may be subject to suspension. By the specified due date, 1 will also
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submit: (1} a completed "Certification with Respect to Citations of Data (in PR
Notice 98-5)" form (EPA Form 8570-34) and (2) two completed and signed copies of
the Confidential Statement of Formula (EPA Form 8570-4).

3. I have made offers to share in the cost to develop data (Offers to Cost Share). |
understand that this option is available only for acute toxicity or certain efficacy data and
only if EPA indicates in an attachment to this Data Call-In Notice that my product is
similar enough to another product to qualify for this option. 1 am submitting evidence
that I have made an offer to another registrant (who has an obligation to submit data)
to share in the cost of that data. 1 am also submitting a completed " Certification of
Attempt to Enter into an Agreement with other Restraints for Development of
Data " (EPA Form 8570-32). I am including a copy of my offer and proof of the other
registrant's receipt of that offer. [ am identifying the party which is committing to submit
or provide the required data; if the required study is not submitted on time, my product
may be subject to suspension, I understand that other terms under Option 3 in the Data
Call-In Notice (Section 111-C.1.) apply as well. By the specified due date, 1 will also
submit: (1) a completed "Certification With Respect To Data Compensation
Requirements" form (EPA Form 8570-34) and (2) two completed and signed copies
of the Confidential Statement of Formula (LPA Form 8570- 4)

4. By the specified due date, I will submit an eMStm ?‘Wd}’ tl%l Laf not been submitted
previously to the Agency by anyone (Sub 1@i}i ly). | cemf}  that this
study will meet all the quul ub wgﬁ‘ﬂ tstmg data outlined in Option 4
in the Data Call-Ip gectl and will meet the attached acceptance
criteria (f?.\ @et@‘t MCI ‘(m‘d% oduct cwmlstly data). T will attach the needed

@i mfiv 'tﬁgn ?Iong with this response. | also certify that I have determined
th S éhﬁi} ill fill the data requirement for which I have indicated this choice. By
thzgpemﬂed due date, 1 will also submit a completed " Certification With Respect To
Data Compensation Requirements' form (LPA Form 8570-34) to show what data
compensation option I have chosen. By the specified due date, T will also submit: (1) a
completed "Certification With Respect To Data Compensation Requirements'
form (FPA Form 8570-34) and (2) two completed and signed copies of the
Confidential Statement of Formula (EPA Form 8570-4),

5 By the specified due date, | will submit or cite data to upgrade a study classified by the
Agency as partially acceptable and upgradable (Upgrading a Study). I will submit
evidence of the Agency's review indicating that the study may be upgraded and what
information is required to do so. I will provide the MRID or Accession number of the
study at the due date. T understand that the conditions for this option outlined Option
5 in the Data Call-In Notice (Section ITI-C.1.) apply. By the specified due date, I will
also submit: (1) a completed "Certification With Respect To Data Compensation
Requirements" form (EPA Form 8570-34) and (2) two completed and signed copies
of the Confidential Statement of Formula (EPA Form 8570-4).
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By the specified due date, I will cite an existing study that the Agency has classified as
acceptable or an existing study that has been submitted but not reviewed by the Agency
(Citing an Existing Study). If1 am citing another registrant's study, 1 understand that
this option is available only for acute toxicity or certain efficacy data and only if the cited
study was conducted on my product, an identical product or a product which EPA has
"grouped" with one or more other products for purposes of depending on the same data,
1 may also choose this option if [ am citing my own data. In either case, 1 will provide
the MRID or Accession number(s) for the cited data on a "Product Specific Data
Report" form or in a similar format, By the specified due date, 1 will also submit: (1) a
completed "Certification With Respect To Data Compensation Requirements"
form (EPA Form 8570-34) and (2) two completed and signed copies of the
Confidential Statement of Formula (EPA Form 8570-4).

I request a waiver for this study because it is inappropriate for my product (Waiver
Request). T am attaching a complete justification for this request, including technical
reasons, data and references to relevant EPA regulations, guidelines or policies. [Note:
any supplemental data must be submitted in the format required by P.R, Notice 86-5].
I understand that this is my only opportunity to state the reasons or provide information
in support of my request, If the Agency approves my waiver request, | will not be
required to supply the data pursuant to Section 3(c)(2)(B) g@]RRA If the Agency
denies my waiver request, | must choose a mgtho%}g{m}e‘dﬁngﬂ&eﬁata requirements of
this Notice by the due date stated by this@c@i&q th 1st, within 30 days of
my receipt of the Agency's \\gt(r@\@j@\lgi 1, sW?ﬁgfls&d "Requirements Status and
Registrant's ReSpOng(" fointindi t@@t%ption chosen. [ also understand that the
deadlin f(@'\@ﬁ{i\s ion @\a\h\'a% specified by the original data call-in notice will not
cliaiige. éy tl @@:’égie due date, 1 will also submit: (1) a completed "' Certification
Wi é}‘eﬁaé‘ét o Data Compensation Requirements" form (EPA Form 8570-34)
and'(2) two completed and signed copies of the Confidential Statement of Formula
(EPA Form 8570-4).

Items 10-13. Self-explanatory,

NOTE:

You may provide additional information that does not fit on this form in a signed letter
that accompanies this form. For example, you may wish to report that your product has
already been transferred to another company or that you have already voluntarily
canceled this product. For these cases, please supply all relevant details so that EPA can
ensure that its records are correct.
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EPA'S BATCHING OF TELONE (1,3-DICHLOROPROPENE) PRODUCTS FOR MEETING
ACUTE TOXICITY DATA REQUIREMENTS FOR REREGISTRATION

In an effort to reduce the time, resources and number of animals needed to fulfill the acute
toxicity data requirements for reregistration of products containing Telone (1,3-dichloropropene) as the
active ingredient, the Agency has batched products which can be considered similar for purposes of acute
toxicity. Factors considered in the sorting process include each product's active and inert ingredients
(identity, percent composition and biological activity), type of formulation (e.g., emulsifiable
concentrate, aerosol, wettable powder, granular, etc.), and labeling (e.g., signal word, use classification,
precautionary labeling, etc.). Note that the Agency is not describing batched products as "substantially
similar" since some products within a batch may not be considered chemically similar or have identical
use patterns.

Using available information, batching has been accomplished by the process described in the
preceding paragraph. Notwithstanding the batching process, the Agency reserves the right to require,
at any time, acute foxicity data for an individual product should the need arise.

Registrants of products within a batch may choose to cooperatively generate, submit or cite a
single battery of six acute toxicoiogica! studies to represent all the products within that batch. It is the
regisirants' option to participate in the process with all other registrant iy some of the other
registrants, or only their own products within a batch, or to genelate the 1%?1 d acute toxicological
studies for each of their own products. If a registrant c!xn@wﬁ ate @’E ta for a batch, he/she
must use one of the products within the batch a ateﬂ N f?? glstlant chooses to rely upon
previously submitted acute tomcltﬁgﬁjtgd(e BHOm &éy q\e\ Sb@}%\’lded that the data base is complete and
valid by today's standards g} nce 1ed), the formulation tested is considered by EPA
to be similar for ﬂﬁe@é uiatlon has not been significantly altered since submission
and acceptance g’f\ ac tA ity data. Regardless of whether new data is generated or existing data
is referenced, regi is must clearly identify the test material by EPA Registration Number, If more
than one confidential statement of formula (CSF) exists for a product, the registrant must indicate the
formulation actually tested by identifying the corresponding CSF.

In deciding how to meet the product specific data requirements, registrants must follow the
directions given in the Data Call-In Notice and its attachments appended to the RED. The DCI Notice
contains two response forms which are to be completed and submitted to the Agency within 90 days of
receipt. The first form, "Data Call-In Response," asks whether the registrant will meet the data
requirements for each product. The second form, "Requirements Status and Registrant's Response," lists
the product specific data required for each product, including the standard six acute toxicity tests. A
registrant who wishes to participale in a batch must decide whether he/she will provide the data or
depend on someone else to do so. If a registrant supplies the data to support a batch of products, he/she
must select one of the following options: Developing Data (Option 1), Submitting an Existing Study
(Option 4), Upgrading an Existing Study (Option 5) or Citing an Existing Study (Option 6). If a
registrant depends on another's data, he/she must choose among: Cost Sharing (Option 2), Offers to
Cost Share (Option 3) or Citing an Existing Study (Option 6). If a registrant does not want to participate
in a batch, the choices are Options 1, 4, 5 or 6. However, a registrant should know that choosing not
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to participate in a batch does not preclude other registrants in the batch from citing his/her studies and
offering to cost share (Option 3) those studies.

Ten products were found which contain Telone as the active ingredient. These products have
been placed into four batches in accordance with the active and inert ingredients and type of formulation.

Batch EPA Reg. No. % Active Ingredient Formulation Type
1 62719-32 94.0 LIQUID
11220-01 94.0 LIQUID
Batch EPA Reg. No. % Active Ingredient Formulation Type
2 8536-21 1,3-dichloropropene ... 79.9 LIQUID
chloropicrin ... 15.0
11220-20 1,3-dichloropropene ... 79.9 LIQUID
chloropicrin ... 15.0 .\, EP A
gty
62719-12 1,3- cltchl g@g}pQé\' §j330, AL LIQUID
= @ 101113@
e e
(;e A\
A- s '
Batch ER{ORQ‘g % Active Ingredient Formulation Type
3 8536-22 1,3-dichloropropene ... 65.8 LIQUID
chloropicrin .., 29.7
11220-21 1,3-dichloropropene ... 65,8 LIQUID
chloropicrin ... 29.7
11220-22 I,3-dichloropropene ... 61.1 LIQUID
chloropicrin .., 34.65
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Batch EPA Reg. No. % Active Ingredient Formulation Type

4 8536-08 1,3-dichloropropene ... 37.6 LIQUID

chloropicrin .., 59.4

11220-15 1,3-dichloropropene ... 35.3 LIQUID
chloropicrin .., 58.8

The following summarizes acute data requirement by batch:

Registrants with products in Batch 1 need to cite/submit all acute data on one of the subject
products.
Registrants with products in Batch 2 need to cite/submit all acute data on one of the subject
products.
Registrants with products in Batch 3 need to cite/submit all acute data on one of the subject
products,
Registrants with products in Batch 4 need to cite/submit all acute data on one of the subject
products.
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LIST OF AVAILABLE RELATED DOCUMENTS AND ELECTRONICALLY

AVAILABLE FORMS

Pesticide Registration Forms are available at the following EPA internet site:
http://www.epa.gov/opprd00 1 /forms/.

Pesticide Registration Forms (These forms are in PDF format and require the Acrobat reader)

Instructions

1. Print out and complete the forms. (Note: Form numbers that are bolded can be filled out on your
computer then printed.)

2. The completed form(s) should be submitted in hardcopy in accord with the existing policy.

3. Mail the forms, along with any additional documents necessary to comply with EPA regulations
covering your request, to the address below for the Docu:]g:gl r@&g ing Desk.
DO NOT fax or e-mail any form containing 'Confidepti sine rmation’
y g D({\{él@% szdrgfd

or 'Sensitive Information.' e\ 0,
B’\O\Og\c 33(\\)3(\} E
If you have any probler I@Y\ se\f@ﬁ;s@&ease contact Nicole Williams at (703) 308-5551
or by e-mail at WJQ&@E\W@Q emnaﬁl(é .gOV.
o 10

A-2 _—
The following Ag&ﬁby}’estimde Registration Forms are currently available via the internet:
at the following locations:

8570-1 Application for Pesticide hitp://www.epa.gov/opprd001/forms/8570-1.pdf.
Registration/Amendment

8570-4 Confidential Statement of Formula http:/Awww.epa.gov/opprd00 | /forms/8570-4.pdf.

8570-32 Certification of Attempt to Enter into an hitp://www.epa.gov/opprd001/forms/8570-32.pdf.

Agreement with other Restraints for
Development of Data

8570-34 | Certification with Respect to Citations of Data hitp:/www.epa.gov/opppmsd I/PR_Notices/pr98-5.pdf.
(in PR Notice 98-5)

8570-35 | Data Matrix (in PR Notice 98-5) hitp:/fwww.epa.gov/opppmsd I/PR_Notices/pr98-5.pdf.

8570-36 | Summary of the Physical/Chemical Properties hitp://www.epa.goviopppmsd 1/PR_ Notices/pr98-1.pdf.
(in PR Notice 98-1)

8570-37 Self-Certification Statement for the hitp://www.epa.gov/opppmsd /PR Notices/pr98-1.pdf.
Physical/Chemical Propertics (in PR Notice
98-1)
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8570-5 Notice of Supplemental Registration of htp:/iwww.epa.gov/opprd00 1 /forms/8570-5.pdl,
Distribution of a Registered Pesticide Product

8570-17 Application for an Experimental Use Permit http://www.epa.gov/opprd00 1 /forms/8370-17.pdf,

8570-25 Application for/Notification of State http:/fwww.epa.goviopprd001/forms/8570-25.pdf,
Registration of a Pesticide To Meet a Special
Local Need

8570-27 Formulator's Exemption Statement http://www.epa.goviopprd00 1 /forms/8570-27.pdf.

8570-28 Certification of Compliance with Data Gap http:/iwww.epa.gov/opprd00 1 /forms/8570-28.pdf.
Procedures

8570-30 Pesticide Registration Maintenance Fee Filing http:/Awww.epa.gov/opprd00 | /forms/8570-30.pdl.
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Pesticide Registration Kit www.epa.gov/pesticides/registrationkit/.

Dear Registrant:

For your convenience, we have assembled an online registration kit which contains the following
pertinent forms and information needed to register a pesticide product with the U.S. Environmental
Protection Agency's Office of Pesticide Programs (OPP):

l|

The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food,
Drug and Cosmetic Act (FFDCA) as Amended by the Food Quality Protection Act
(FQPA) of 1996.

Pesticide Registration (PR) Notices

83-3 Label Improvement Program--Storage and Disposal Statements

84-1 Clarification of Label Improvement Program

86-5 Standard Format for Data Submitted under FIFRA

87-1 Label Improvement Program for Pesticides Applied through Irrigation
Systems (Chemigation)

87-6 Inert Ingredients in Pesticide Products Policy Statement

90-1 Inert Ingredients in Pesticide Products; Rewsed Poligy Statement

95-2 Notifications, Non-notifications, and Minor For a&m Amendments
98-1 Self Certification of Ploduct Che ﬁEB}X\i) a BPL’(Attachments (This
document is in PDF fmmat al é@ Ag@)a ¢ader.)

Other PR Notices can bfif u 2 .w\ffopppan/PR Notices.
Pesticide Produc lon A@ﬂpﬁl ‘orms (These forms are in PDF format and
will re ¢/§

a (oA\! quP Farfm 8570 1 Appllcatlon for Pesticide Registration/Amendment
b. WCE orm No. 8570-4, Confidential Statement of Formula

C. EPA Form No. 8570-27, Formulator's Exemption Statement

d. EPA Form No. 8570-34, Certification with Respect to Citations of Data

e. EPA Form No. 8570-35, Data Matrix

General Pesticide Information (Some of these forms are in PDF format and will require

the Acrobat reader.)

a. Registration Division Personnel Contact List

b. Biopesticides and Pollution Prevention Division (BPPD) Contacts

c. Antimicrobials Division Organizational Structure/Contact List

d 53 F.R. 15952, Pesticide Registration Procedures; Pesticide Data Requirements
(PDF format)

e, 40 CFR Part 156, Labeling Requirements for Pesticides and Devices (PDF
format)

f. 40 CFR Part 158, Data Requirements for Registration (PDF format)

g. 50 F.R. 48833, Disclosure of Reviews of Pesticide Data (November 27, 1985)

oo o

@ o

n

Before submitting your application for registration, you may wish to consult some additional
sources of information.
These include:

I

The Oftice of Pesticide Programs' Web Site
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% The booklet "General Information on Applying for Registration of Pesticides in the
United States", PB92-221811, available through the National Technical Information
Service (NTIS) the following address:

National Technical Information Service (NTIS)
5285 Port Royal Road
Springfield, VA 22161

The telephone number for NTIS is (703) 605-6000. Please note that EPA is currently in the
process of updating this booklet to reflect the changes in the registration program resulting from the
passage of the FQPA and the reorganization of the Office of Pesticide Programs. We anticipate that this
publication will become available during the Fall of 1998.

3. The National Pesticide Information Retrieval System (NPIRS) of Purdue University's Center for
Environmental and Regulatory Information Systems. This service does charge a fee for
subscriptions and custom searches. You can contact NPIRS by telephone at (765) 494-6614 or
through their Web site,

4. TheNational Pesticide Telecommunications Network (NPTN) can provide information on active
ingredients, uses, toxicology, and chemistry of pesticides. You can contact NPTN by telephone
at 1-800-858-7378 or through their Web site.

The Agency will return a notice of receipt of an application for registration or amended registration,

experimental use permit, or amendment to a petition if the applicant or pet er encloses with his
submission a stamped, self-addressed postcard. The postcard must cg&ta\m iowmg entries to be
completed by OPP: pW e(s 20’3_

Date of receipt £of B on Ja

EPA identifying numlr@e(\\e( \,ed

the Plodu&«]@@]é sg&gm n@(c‘ﬂ

Other identify m@ﬁ?o: matlon may be included by the applicant to link the acknowledgment of receipt
to the specific application submitted. EPA will stamyp the date of receipt and provide the EPA identifying
File Symbol or petition number for the new submission. The identifying number should be used
whenever you contact the Agency concerning an application for registration, experimental use permit,
or tolerance petition,

To assist us in ensuring that all data you have submitted for the chemical are properly coded and
assigned to your company, please include a list of all synonyms, common and trade names, company
experimental codes, and other names which identify the chemical (including "blind" codes used when
a sample was submitted for testing by commercial or academic facilities). Please provide a CAS number
if one has been assigned.
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Documents Associated with this RED

The following is a list of available documents for 1,3-Dichloropropene that may further assist
you in responding to this Reregistration Eligibility Decision document. These documents may be
obtained by the following methods:

Electronic
File format:  Portable Document Format (.PDF) Requires Adobe® Acrobat or compatible reader,
Electronic copies are available on our website at www.epa.gov/REDs, or contact
Lisa Nisenson at (703) 308-8031.

1. PR Notice 86-5,

2. PR Notice 91-2 (pertains to the Label Ingredient Statement).

3. A fuil copy of this RED document.

4, A copy of the fact sheet for 1,3-Dichloropropene.

The following documents are part of the Administrative Record for 1,3-Dichloropropene and
may be included in the EPA's Office of Pesticide Programs Public Docket. g%p of these documents

ll?t

are not available electronically, but may be obtained by contactmgt&? }1&1 ed on the Chemical
Status Sheet, \\le

\C
i Health and EnvuQnm?nit@ﬂfgfég\%gdﬁ\céa&l%’%(y
nwe
2. %\a\@;{ﬁ l\fz}bigg@alﬁ&matlon System (LUIS) Report.

3 ApFéQd'h\ A - Table of Use Patterns Subject to Reregistration

The following Agency reference documents are not available electronically, but may be obtained
by contacting the person listed on the Chemical Status Sheet of this RED document.

1. The Label Review Manual,

2. EPA Acceptance Criteria.
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# Telone # 1, 3-Dichloropropene (1,3-D)

Updated RED Fact Sheet: 1, 3-
Dichloropropene (1, 3-D)

August 2008

All pesticides sold or distributed in the United States must be registered by EPA, based on scientific
studies showing that they can be used without posing unreasonable risks to people or the
environment. Because of advances in scientific knowledge, the law requires that pesticides first
registered before November 1, 1984, be reregistered to ensure that they meet today's more
stringent standards.

In evaluating pesticides for reregistration, EPA obtains and reviews a complete set of studies from
pesticide producers that describe the human health and environmental effects of each pesticide.
The Agency develops any mitigation measures or regulatory controls needed to effectively reduce
each pesticide’'s risks. EPA then reregisters pesticides that meet current human health and safety
standards and can be used without posing unreasonable risks to human health and the
environment.

When a pesticide is eligible for reregistration, EPA explains the a@?(#‘its decision in a
Reregistration Eligibility Decision (RED) document.
e(S\ \V} 0’3_7

The 1, 3-D RED was completed in 19 & @a)er for q\p%gtlve purposes revised risk
assessments for 1, 3-D were Q \)ﬁ?\ the other fumigants (methyl bromide,
chloropicrin, meta ﬁq@Yr&gﬁl Qﬁ and dazomet) as these fumigants went through the
reregistratio aIuated these soil fumigants at the same time to ensure that
human nt approaches are consistent, and that risk tradeoffs and economic
outcome 'kﬁw E}dered appropriately in reaching risk management decisions. This review is part
of EPA’s gram to ensure that all pesticides meet current health and safety standards.

The following is the mitigation required from the 1998 1, 3-D RED and previous
negotiations:

Lowered maximum application rates (rate decrease depends on the crop)

Deletion of selected use sites

Closed loading requirements

Technology to minimize spillage during the application

Improved product stewardship materials

Additional PPE: coveralls over short-sleeved shirt and short pants, chemical resistant gloves
and footwear, chemical resistant apron (for direct handlers), respirator requirements for all
handlers except those in certain closed cabs

Restricted entry interval increased to 5 days

Soil moisture and sealing requirements

Modified application techniques

300 foot buffer from occupied structures

Loading requirements

Ground water advisory

Prohibition of use in northern tier states, ND, SD, WI, MN, NY, ME, NH, VT, MA, UT, MT with
shallow groundwater and vulnerable soils

e 100 foot buffer between drinking water wells and treated fields

e Prohibition of use in areas overlaying karst geology

Since the 1998 RED, the following changes have been made:

e The prohibition of use in areas overlying karst geology was changed to prohibit application
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within 100 feet of karst topographical features.

e The 300 foot buffer from occupied structures was changed to 100 feet from occupied
structures for some products.

e A tolerance was established in/on grape at 0.018 ppm when 1, 3-D is applied via drip
irrigation in established vineyards.

The Agency believes that mitigation required as part of the 1998 RED and the subsequent changes
address the risks of concern for 1, 3-D. Although no new risks of concern have been identified for
1, 3-D, due to the complex nature of soil fumigation, the Agency believes that mitigation currently
being required for the other fumigants in the group, for example fumigant management plans,
handler training, emergency preparedness and response, may also be appropriate for 1, 3-D and
will consider whether to add these measures to 1, 3-D products.

EPA plans to reevaluate the soil fumigants as a group again beginning in 2013 as part of the
registration review program. EPA may also consider additional mitigation measures during other
regulatory reviews of 1, 3-D.

The RED requirements for the other soil fumigants are not currently applicable to products that
contain 1, 3-D only. However for 1, 3-D products that contain chloropicrin, the labels must be
revised to reflect the mitigation required in the chloropicrin RED.

For More Information

An electronic version of the 1, 3-D RED is available at
https://www.epa.gov/pesticides/rereqgistration/telone/. Supporting documents are also available in
the 1, 3-D docket, EPA-HQ-OPP-2005-0124 at http://www.regulations.gov. For more information
about EPA’s pesticide reregistration program, please contact the Special Review and Reregistration
Division (7508P), Office of Pesticide Programs, US EPA, Washington, DC 20460, telephone 703-308-
8000.

For information about the health effects of pesticides, or f s\dlstgnce%n recognizing and managing

pesticide poisoning symptoms, please contact t ic Qﬁ; rmation Center (NPIC).
Call toll-free 1-800-858-7378, from 6: W a@mme or 9:30 am to 7:30 pm
Eastern Standard Time, Mond€6€ tur (\ IC internet address is
http://npic.orst.edu. te( ed on
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