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Office of Pesticide Programs

OPP Mission Statement:

« To protect human health and the environment from
unreasonable risks associated with pesticide use, and to
ensure that pesticide residues in food present no undue
risk

How does OPP accomplish this mission?

* Regulates the use of all pesticides in the United States

« Ensures any pesticide residues on food are safe

* Ensures pesticide users have information (e.g., clear
label) that allows for proper use

* Ensures decisions reflect the best science and policy
— Evolving science
— Endangered species, pollinators, endocrine disruption and
human studies are important and challenging science and policy
ISsues )
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OPP-wide Priorities

PRIA 5 Implementation

Registration and Registration Review

ESA Efficiencies and Progress on our ESA Obligations
Implementation of Agency Priorities

— Environmental Justice

— Climate Change

Advancing State of the Art Science

— PFAS, endocrine disruptor screening program
(EDSP), new approach methods (NAMS)

Rule-Making, Guidance, Litigation, OIG, and Petition
Responses

Increasing Resources and IT Improvements

Employee Experience/Organizational Development
/Process (GP2W) (People, Processes, and Technology)



Pesticide Registration
Improvement Act (PRIA)

The Pesticide Registration Improvement Act and its four
reauthorizations provide a fee-for-service structure for EPA review of
pesticide applications and set statutory decision time frames for
review of those applications.

PRIA provides two funding sources to EPA’s pesticide program:

» One-time registration service fees (i.e., PRIA fees) for the
evaluation of new applications submitted to the EPA; and

* Annual FIFRA maintenance fees assessed to products currently in
the marketplace, a significant portion of which are used to support
the re-evaluation of pesticides in order to meet statutory deadlines,
Including the new deadline of October 1, 2026, for completing the
first round of registration review.

Both PRIA registration service fees and maintenance fees are meant
to supplement appropriations in funding these activities, and do not
represent the total costs for EPA to conduct these activities.



Appropriations

PRIA minimum appropriations level:
FY 2023 Final budget:

FY 2024 Final budget (projection):
FY 2025 President’s budget:

— STAG: $14,027,000

— EPM: $150,000,000

— S&T: $11,000,000

$166,000,000
$138,646,000
$132,464,000
$175,027,000



Amount Funding ($Million) Below
Minimum Appropriation Level
(FY 2012 - FY 2024)

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024



Immediate FY 2024 Budget
Impacts

Virtual Pesticide Program Dialogue Committee meeting
Virtual FIFRA Scientific Advisory Panel meetings

Crop Tours

IT Development Timing

Significant Impacts to Hiring/Backfilling Staff

Significant Delays to Registrations (upwards of 6 months
to 1 year)

Delays to other PRIA and Non-PRIA Actions



A quick update on U.S. crop
grouping before diving into MRL
detalls



Crop Groups Completed

Crop Group Phase VI Rule
e The final rule was published on
September 21, 2022 and established
these updated crop groups:
e Crop group 6-22: Legume
vegetables (peas and beans)
o Crop group 7-22: Forage and hay
for legume vegetables
o Crop group 15-22: Cereal grains
o Crop group 16-22: Forage, hay,
stover and straw of cereal grains

group




Future Crop Group Updates

Future Crop Group Rulemakings
e The remaining crop groups are:
e Crop group 1: Root and tuber
vegetables
e Crop group 2. Leaves of root and
tuber vegetables
e Crop group 9: Cucurbit vegetables
e Crop group 17: Grass forage, fodder,
and hay
e Crop group 18: Nongrass animal
feeds (forage, fodder, straw and hay)
e Timing: TBD




MRL Harmonization: Who does what?

Resolution of trade Harmonization for U.S.

disputes regulatory levels

« Office of U.S. Trade « U.S. Environmental
Representative Protection Agency

+ U.S. Department of — EXisting tolerances

Agriculture — New tolerances



MRL Harmonization: U.S. Law

U.S. Code of Federal Requlations
Title 21 Part 346a(b)(4)

In establishing a tolerance for a pesticide chemical
residue in or on a food, the Administrator shall
determine whether a maximum residue level for the
pesticide chemical has been established by the
Codex Alimentarius Commission. If a Codex
maximum residue level has been established for the
pesticide chemical and the Administrator does not
propose to adopt the Codex level, the Administrator
shall publish for public comment a notice explaining
the reasons for departing from the Codex level.



MRL Harmonization

U.S. Harmonization
Strategies

1. New compounds
and new uses

2. Registration
Review

3. Import tolerance
“pilot” (new PRIA
code R281)
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MRL Harmonization

1. New Compounds and New Uses

« Evaluate data via practices aligned with OECD
* “What will IMPR do?”

 Joint review and workshare strategies

e Stakeholder input
— Consideration of intended markets
— Consideration of MRLs of major trade partners

15



MRL Harmonization

2. Registration Review
e Often first opportunity to harmonize

e Evaluation of Codex and other MRLs for every
compound in the registration review program
e Stakeholder input

— Consideration of intended markets
— Consideration of MRLs of major trade partners

16



Implementing Tolerances In
Registration Review

* Registration Review Process and Tolerance
Implementation
Tolerance =4 Implementation
Rule (update CFR)
* Registration Review Schedule

HED Proposed
https://www.epa.gov/pesticide-reevaluation/upcoming-registration-
review-actions

Proposed

Interim
Tolerance

Issues =) Interim

DRA Decision Decision Rule

Open for Public Comment

Registration Review Schedules




Implementing Tolerances In
Registration Review

HED Proposed . Proposed Final

Issues |=>| Interim |==| INterim | | foerance |=>| Tolerance |=> Tolerance

DRA I Decision I Decision Rule Rule Implementation
Open for Public Comment J

Health Effects Division (HED) Tolerance Considerations

o Updated crop group(s)?
Conform with policy?
Tolerance expression
Commodity vocabulary

o OECD rounding class, trailing zeros

Harmonization

B/ MRLs - Who has them and what level?

r f Magnitude (residue definition, use pattern)
o Functionality

o Trade implications



Tolerance Implementation
Process in Registration Review

Tolerance Actions:

— Expression Change — Exemption
— Commodity Definition — Rounding Class Practices

Revision — Other “Clean-up”
— Crop Grouping Revision Measures

— Establish

— Modify

— Harmonize

— Remove

— Revoke

— Case Closure




Tolerance Actions From Registration Review:
2016 - Present
* Nearly 600 Chemical with Decisions
« Approx. 250 Chemicals Require Tolerance Actions

Modify

Crop Grouping

Cases with Establish
No

Tolerance...

Expression
Change

NG Exemption



A Deeper Look: Scope of Work In
Registration Review

Each chemical often has EXAMPLE: CYFLUTHRIN
multiple tolerance actions NUMBER OF ACTIONS BY TYPE

within each category.

« Example: Cyfluthrin

— 6 Action types,
representing,

— 25 Individual tolerance Expression s
actions

Crop
Grouping

Change ' Rounding



Harmonization Actions In
Registration Review

— OPP currently estimates
2’500 tolerance aCtIOnS to Harmonization of Commodities Across Chemicals

MCPA, 21
commodities

— Harmonization is considered
for all chemicals in registration
review.

» 40+ chemicals recommended
for harmonization.

— Over 200 harmonization
actions to be implemented (by
publishing final rule and
updating CFR).

=
>

“
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Tolerance Implementation
Progress In Registration Review

* OPP is currently Chemicals in Proposed Rules
streamlining the tolerance 2022-2024

40 (expected)

rulemaking process. 35
30

o5 25
- Tolerance actions for 82 20 g
chemicals expected tobe
proposed by 2024. 5
0

2022 2023 2024




Tolerance Implementation
Process in Registration Review

Finalize CFR Changes:

o Incorporating
necessary edits
based on public
comment.

Compile Recommendations:

o Explain Agency’s Rationale

o Detailed instructions on
changes to CFR.

Effective Date:

o Allows time for
trade partners to
be aware and
able to comply
with changes.
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Advanced search for:
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+registration+review+decisions
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https://www.federalregister.gov/

MRL Harmonization

3. Import Tolerance “Pilot” Program

Streamlined process
Allows the use of existing crop residue data
Consideration of completed evaluations

Designed to save government and industry
resources

Better assurance of harmonized regulatory
levels

25



MRL Harmonization

Import Tolerance “Pilot” — Updated Outcomes

« Consideration of more than 40 pesticide/crop
combinations covering a range of crop
commodities (including crop groups)

* Residue chemistry data reviews from Canada,
Japan, EFSA and JMPR

* High percentage of successful outcomes
— Suitable external review
— No risk issue identified
— Tolerances established

26



MRL Harmonization

Import Tolerance “Pilot” — Standard Practice

« Use the new R281 PRIA code for petitions using the
import tolerance “pilot approach” (submit evaluation of
the residue data rather than Magnitude of the Residue

study)

— Standard import tolerance (R290): 16 months;
$91,465

— “Pilot approach” import tolerance (R281): 12 months;
$68,599

» This is a good solution to establishing U.S. import
tolerances when new Codex MRLs are issued!

— May 15, 2024: Established tolerance for tetraniliprole
on imported tea; first completed R281 petition

27



MRL Harmonization

Import Tolerance “Pilot” —Standard Practice

« Document the change from pilot process to
standard practice
— Ciriteria for acceptable external data review

— Interpretations of the R281 PRIA category at
https://www.epa.qov/system/files/documents/2024-
02/interpretations-table-3.pdf

* Publish updated approach for residue chemistry

« Generally, do not need a pre-submission call

— Residue chemistry: Michael Doherty, doherty.michael@epa.qgov
— Regqulatory/PRIA: Nancy Fitz, fitz.nancy@epa.gov

28
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Take-home Messages

Harmonization is part of our regular processes -
registration and registration review

EPA default: Harmonize with Codex if possible

Stakeholder input is crucial for all tolerance work: new
chemicals, new uses and registration review

The tolerance work in registration review is moving
faster; look for proposed rules and provide comments

The new R281 PRIA code is a solution to establishing
U.S. import tolerances for new (or existing) Codex MRLs

29



For More Information

fitz.nancy@epa.gov (202-566-2675)

https://www.epa.gov/pesticide-tolerances
https://www.epa.gov/pria-fees/pria-5-implementation
https://www.epa.gov/pesticide-reevaluation

https://www.epa.gov/pesticide-reqistration/minor-uses-
and-grower-resources

30
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Sign-up for OPP Pesticide
Updates

Get pesticide news story
updates by email:

Go to epa.gov/pesticides

Go to the "Recent Highlights
and Pesticide News” box in
the right corner

Click on “View more
pesticide news” at the top

Go to the “Other Resources”
box at the right

Under, “Get pesticide
updates by email,” enter
your email address and click
“Sign up”

Pesticide News Story Updates



https://www.epa.gov/pesticides
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