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Hiring Update

* Overall, in FY 2023 EPA brought on 50 staff and 53
staff left OPP (this includes detail assignments
to/from OPP);

* Status of new hiring activity (excludes details):
* OPP hired 30 new people in fiscal year 2023;
* OPP experienced a loss of 40 people in FY23;

*In the calendar year since passage of PRIA 5 (January
through December 2023) OPP hired 35 new people
and 34 departed;

*So farin FY24, EPA 11 new hires and 15 departures.
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Appropriations

* PRIA 5 raised the minimum appropriation level necessary for
EPA to collect pesticide registration service fees from $128.3
million (the FY 2012 appropriations level for pesticide
programs) to $166 million;

* The increase is for EPA to improve performance on review
timeframes for fee and non-fee applications, and to support
Incremental increase in EPA's ability to meet its Endangered
Species Act obligations in EPA regulatory decisions.
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Front End Processing Delays

* EPA continues to work through the backlog of submissions;
* Currently processing PRIA actions submitted in December-January;
* As of 1/16/2024 (337 total actions to be processed):
* 108 PRIA actions to be processed;
* 229 Non-PRIA actions to be processed;

e 21-day screen from contractors is taking additional time;
* Occurs after in-processing by ISB;
* Inerts clearance and data entry most important;
* Determining best course of action to move these along creatively and
efficiently.
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the Pesticide Submission Porta

Updated Milestone Webpage

Initial communication to an ap\olicant regarding their pesticide application comes from

(PSP) in EPA’s Central Data Exchange, and notifies the

applicant that their application has been successfully transmitted from the portal to OPP.

7 Milestones

1.
2.

CHE -

>

Application receipt date; receipt number assigned.

Payment completed (waiver review completed, if applicable); PRIA category(ies) and
PRIA start and due dates provided (including pre-decisional determination due date, if
applicable); product manager contact information provided.

Risk manager contact information provided; technical screen task initiated.
45/90-day technical screen completed; full science review begins.
Science review completed.

Pre-decisional determination date reached (if applicable); public participation process
initiated (if applicable).

Regulatory decision completed

https://www.epa.gov/pria-fees/automated-email-milestone-tracking-pria-actions
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PRIA 5 Implementation- FY 2023 Due Dates

June:
» Seek stakeholder input on ways to make bi-lingual labeling accessible to farmworkers;

* Post to a single webpage guidance related to risk assessment, risk mitigation,
benefits, assessment, and cost-benefit balancing, as well as hyperlinks to resources
(e.g., pesticides exempt from registration under section 25(b)

September:
* |ssue ESA guidance to registrants for outdoor uses of new active ingredients,
registration review cases
December:
 Establish VERV program

* Issue ESA guidance to registrants for new outdoor uses of registered active
ingredients

 Establish grant program to develop training curricula
* IT Update deliverables
* Issue process assessment contract

EPA webpage on PRIA 5 Implementation: https://www.epa.gov/pria-fees/pria-5-
implementation
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PRIA 5 Implementation

* EPA made significant progress implementing requirements of
PRIA 5 in the first year of its passage,;

 Highlights include:

« QOutreach to a broad array of stakeholders regarding bilingual labeling
iImplementation, including accessibility of labels to farmworkers;
stakeholders included farmworkers and farmworker advocacy groups,
industry, EPA environmental justice and pesticide federal advisory
committees, states, and EPA regions;

- Beginning to reduce the backlog of non-PRIA actions and implementing
process changes to review these types of actions according to their
timeframes;

* Issuing ESA guidance for review of conventional and biopesticide new
a.l.s and pesticides undergoing registration review, as well as guidance
for new uses of registered pesticides;

* Successful migration of all OPP divisions into the new IT system for
electronic registration submission and application tracking;
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PRIA 5 Implementation

* Highlights (cont'd):
- Establishing the Vector Expedited Review Voucher (VERV) program to
incentivize registration of new insecticides to control the spread of vector-
borne diseases;

» Developing a process for sharing of EPA data evaluation records with the
applicant at the time of the regulatory decision;

« Publishing centralized webpage of EPA guidance documents related to
pesticide regulation and pesticide-related resources;

» Supporting farmworker training and education through continuation of existing
cooperative agreements, awarding of new Pesticide Safety Education
Program cooperative agreement, and announcement of funding opportunity
for Partnership Grants;

 Requesting stakeholder input on program design for health care provider
training cooperative agreement;

« Accomplishments and upcoming activities are more fully described
on the PRIA 5 implementation webpage.
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Bi-lingual Labeling: Coordination at EPA/OPP

* Interdivisional Spanish Labeling Workgroup

* Formed subgroups to address the various provisions of
PRIAS

oAccessibility Subgroup
oCommunications Subgroup
oTracking Subgroup

oSpanish Translation Guide Subgroup

14



Stakeholder Engagement and Outreach FY23

Presented bilingual labeling charge questions regarding farmworker access
to the NEJAC — 3/30/23

SFIREG Meetings — 4/17/23, 9/18/23, & 12/5/23

Quarterly Farmworker Advocacy Stakeholder Call — 4/17/23 & 8/3/23
CLA RISE Conference — 4/19/23 & 4/20/23

AAPCO WPS Committee Meeting — 4/20/23

OCSPP/OECA/Regions Monthly Call — 4/26/23

OCSPP Regional WPS Quarterly Call — 5/2/23 & 10/31/23

PPDC Meeting — 5/31/23 & 11/16/23

OCSPP/OECA National Pesticide Manager Meeting — 6/6/23

Bilingual Pesticide Labeling National Webinar — 6/15/23

Call with State Lead Agencies — 7/6/23

PRIA Coalition and NASDA Virtual Workshop — 7/20/23

Call with PRIA Coalition and Industry Representatives — 9/6/23

Call with the TPPC’s Executive Committee — 9/20/23

US Mexico and Canada Technical Working Group on Pesticides — 11/7/23
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Planned Stakeholder Engagement and
Outreach FY24

* Update the PRIA 5 Website with bilingual labeling information and
Q&As from various stakeholder engagements and webinars

* Coordinate with CLA and hold webinar on Q&As with registrants
e Conduct Focus groups with Region 9 and farmworkers on accessibility

* Plan to hold discussion with various stakeholders on the tracking of
bilingual labeling (plan due Dec 2024)

* Plan to hold discussion with various stakeholders on the accessibility
plan throughout FY24 and FY25 (plan due Dec 2025)



EPA IT Update

* PRIA 5 requires EPA to establish an IT system that:

* Includes all registering divisions in the Office of Pesticide
Programs;

* Provides a real-time, accurate tracking system for all regulatory
submissions to the Office of Pesticide Programs;

* Provides a real-time, accessible information that provides each
applicant; confidential, online access to the status and progress
of the regulatory submissions of the applicant;

* Updates the electronic submission portal:
* To ensure label reviews are limited to current label changes, to the
maximum extent practicable;
* To automate, to the extent practicable, minor, low risk regulatory actions;
* To allow self-certification of certain regulatory actions, as determined by
EPA;

* 5% fee increase in FY25 tied to first two deliverables
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IT Update

* In FY 2023, EPA successfully migrated all divisions within OPP
into the new IT system for electronic submission and
application tracking;

e Conventional registration
* Registration Review for PRD, AD, and BEAD
* DCI generation module

* Both registration and reevaluation workflows are now fully in
the new IT system;

* In FY 2024, EPA will:

* Continue to enhance workflows in the internal IT systems for receipt
and review of applications;

* |nitiate outreach to pesticide registrants with regard to development
of a customer portal to allow applicants to view EPA progress of review
of their applications.
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DCI OVERHAUL

DCI Form

DCI
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DCI Tracking
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IT Update (cont’d)

* The Mission Support contract for EPA’s IT modernization is
ongoing
* OPP management team holds weekly meetings with contractor to
discuss progress and plans
* Portal design session held in December 2023
* Plans for outreach to industry on portal in coming weeks

* Working to fulfill other PRIA 5 IT requirements, including
external viewer
 Stakeholder input sessions in coming months

* OPP also developing an IT Feasibility and Priorities document
* Focus on intermediate-term plan for IT development over the next
several years
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IT Update (cont’d)

e The eCSF builder pilot is open and able to accept formulation
statements as standardized PDFs (38 received to date)
o EPA working on outreach to see how adoption of eCSF could be
promoted/expanded
oeCSF demo is ready to be scheduled
o Potential for further development of tool?
e Working with external stakeholders to develop a phased
development plan for a fully digitized label
o PPDC Label Reform Workgroup
e Published a White Paper on the Benefits of Adopting a Structured
Digital Label 11/15/2023.
e Public comment period closes 3/14/2024
e Requesting comment on additional benefits/challenges associated with
structured and digital labeling; translation of current labels; and
anticipated phases of OPP’s work towards structured digital labeling
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Gold Seal Status Update

OPP GOLD SEAL ACTIONS COMPLETED PER
CALENDAR YEAR
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 Starting February 1, 2024, AD, BPPD, and
RD will each fully process their own Gold
Seal letters.

* General Gold Seal questions as well as
guestions about Gold Seal actions submitted
before February 1, 2024, should be emailed
to Shanta Adeeb at adeeb.shanta@epa.gov.
* Questions about Gold Seal actions
submitted after February 1, 2024, should be
directed to the PM/TL for that specific
product.

* AD, BPPD, and RD Contact information can
be found at https://www.epa.gov/pesticide-
contacts/contacts-office-pesticide-programs-

regulatory-divisions-ad-bppd-prd-rd.
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PRIA Fees: $20.6M

Maintenance Fees: $40.1M
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PRIA Actions

* For fee for service applications, in FY 23:
« EPAreceived ~1,600 actions
« EPA completed almost 1,700 actions
» 30% of applications were completed in statutory timeframes

« ESA effects determinations are being factored in for certain
types of actions (e.g., new a.i.s), which adds additional time to
the EPA review;

* In accordance with PRIA 5 requirements which limited the
scenarios under which EPA could extend the PRIA decision
timeframe, EPA implemented process changes which have
greatly reduced the incidence of renegotiation.

* Pivot from reporting “on-time” completion rate (on or before the
original due date or renegotiated due date) to “completed in
statutory decision time frame” and “average days exceedance”
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PRIA 5 Renegotiation Decision Tree

Are new data, information, or rationales needed? Note: danfictions (i
confirmation of test substance in study) and minor deficiencies (e g.,
ertified imits, data matrix emors, etc) are not considered "new data”

Don’t extend. Pursue
information with email was the information previouwsly identified/imposed (e.g, 40 CFR 158, pre~
(minor deficiencies) or 75- ghi3 submission meeting or email, data needs identified in Registration Review
day/not grant letter document or DCl, etc.)?
(major defidendes).

No, applicant would not be reasona bly expected to have known

Don't extend. Ifdata
needs qualify as terms of Can EPA make a favorable FIFRA/FFDCA safety finding without the needed
registration/amendment, information?
issue with terms.

Can a definitive time period for submission and review of additional data/
information be determine d?

Agreed-upon
extension
acceptable

Were public comments received?

Will addressing the comments require risk assessment revision?

Yes/Maybe

Isthere adequate time to address the comments under the current PRIA
timeframe ?

Agreed-upon
extension
acceptable

YesMaybe

N

Don't extend

Don't extend
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AD/BPPD/RD PRIA Update
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AD Net Schedule Performance FY23 — Q1 FY24

by Exceedance Type
(Exceedance, No Exceedance, Negative Exceedance)

3 - Exceedance
232

Action Code
399

1 - Early
92

2 - On time

*Represents completion of PRIA actions relative to original PRIA date.
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*Represents percent of time original PRIA dates were exceeded across all actions per month.
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Average Exceedance, Record Count

240

AD PRIA Net Schedule Performance
FY23-present (as of 1/10/24)
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Record Count
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We are tracking 84 late PRIA actions. The average is ~122 days late at present.
Reasons for late PRIAs cover all science disciplines and regulatory.
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Registrant B

Other
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BPPD PRIA Received FY2017-Present
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BPPD PRIA Accomplishments FY2023 and FY
2024

FY 2023 FY 2024
Total PRIA decisions completed 176 33
Biochemicals 109 13
Microbials 53 9
Emerging Technology 14 11
MNew active ingredients 20 3
Biochemicals 7 1
Microbials 11 0
Emerging Technology 2 2
New uses 10 1
EUPs 5 0
New products 58 4
Biochemicals 51 4
Microbials 7 0
Emerging Technology 0 0
Other 83 25
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BPPD Net Schedule Performance
FY 2023 - Present

by Exceedance Type
(Exceedance, Mo Exceedance, Megative Exceedance)

3 - Exceedance
65

*Represents completion of PRIA actions relative to original PRIA date.
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MNet Schedule Performance
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*Represents percent of time original PRIA dates were exceeded and total
completed actions during that time period.
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BPPD Late PRIA Tracking and Completion
(as of 01/16/2024)

* BPPD is currently tracking 52 late PRIAs
» 75% due to Agency delays / Days late range from 36 — 259 days
* 25% due to registrant delays / Days late range from 6 — 274 days

» Of those late due to Agency delays (39), the major reasons are split between
* Human health toxicology (25%)
* Endangered Species Act assessment (~21%)
* Regulatory (~12%)

 Ecological toxicology, front end, Office of General Counsel, and product chemistry (each
~2-8%)

* To date, BPPD has completed 11 late PRIAs in FY2024

* Average: 118 days late
* Range: 4 — 238 days late
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BPPD Process Improvement Efforts

BPPD has made and continues to make process improvements to increase the efficiency
of completing PRIA actions, including:

Working to improve how we do our ESA assessments, including streamlining our
consultations.

Developing risk assessment templates to increase consistency across similar actions and
reduce unnecessary work

Continuously updating technical screen checklists to detect and communicate deficiencies
early

Implementing interim due dates to identify all data deficiencies at one time

Communicating deficiencies early and by more flexible and efficient means (e.g., using email
for minor deficiencies instead of 75-day letters)

Participating in pre-registration meetings (~4/week) and continuously updating the
information provided so that EPA and potential applicants get the most out of them

Analyzing application deficiencies to communicate these to the regulated community and
eliminate common issues

Conducting division-wide work prioritization exercise to balance and maximize work output
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RD New Als In Review — 18 Total
Exceedance vs. Original Due Date
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RD New Uses in Review - 134 Total
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RD Net Schedule Performance

Total Closed Actions =92
Actions with Exceedance = 66 (72% of actions exceeded)
Average Days Exceeded = 107 (41% exceedance rate)

by Exceedance Type
(Exceedance, No Exceedance, Negative Exceedance)

Action Code
92

3 - Exceedance
66




Average Days Late Trend by Action Code
(All Closed Actions)

# Actions

Number of Actions Average Days Late
10 2 200 300 400

9 —181 days
37 — 232 days

3 - 171 days
15— 176 days
53 — 423 days




RD PRIA Efforts — What’s Next

e Develop and implement new 98-1 for product chemistry self-certification
 Draft tentatively complete by end of Q2

* Develop common rejection issues and best practices for product chemistry
submissions

* Make Me Too/Substantially Similar submissions easier/quicker
* Develop external best practices for “Me Too/Substantially Similar” submissions
* Ensure RD consistency in evaluation of these submissions

* Develop internal guidance for label reviews
* What to focus on, number of rounds of review

* Division level workload analysis and potential workload re-distribution
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Non-Fee PRIA Actions

* PRIA 5 created a maintenance fee set aside specifically to eliminate
the backlog of pending non-fee PRIA actions and ensure that new
applications are completed within applicable statutory timeframes

« 1/8% total maintenance fee fund (~$5.25 million)
« OPP completed over 3,400 non-PRIA actions in FY 2023, and closed

out an additional 3,000 notification actions as part of clean-up of
outdated applications within the backlog;

 In November, EPA instituted a wholistic strategy to reduce backlog
and review applications within applicable timeframes for conventional
non-PRIA actions; significant efforts are also ongoing to reduce the
antimicrobials backlog;

« EPA implementation of process changes included outreach to
industry stakeholders and states.
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AD/BPPD/RD Non-Fee
Action (Non-PRIA) Update



Antimicrobials Division- Notification Closeout
- On June 29th, 2023, AD closed out all notifications submitted before 10/1/2022:

- This included ABN, CSF and label notifications
- Resulted in ~ 2,000 notifications being closed
- There are currently 518 notifications in backlog status

- Upon request, AD will create a company specific report of the actions closed
out.

- Email: AD_BL_Actions@epa.gov

- The closed notifications were not given Agency letters and labels were not
entered in PPLS.

- The states were informed of the close out plan and a list of closed out
submissions was provided.

- This followed the close out of notifications and other non-PRIA actions (e.g.,
fast-track, 6(a)2) for cancelled products(~1,000) that were closed out in Q2.
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Antimicrobials Division- Non-PRIA Amendment
Consolidation and Prioritization Initiative

There are currently ~3,600 non-PRIA amendments in backlog status (down from
~4,000 at the start).

= This includes fast-track amendments (including minor formulation amendments
and non-PRIA label and CSF amendments)

AD has started the process of contacting registrants with a company specific list of
amendment actions submitted to EPA.

= 281 companies out of 566 (~“50%) have been contacted to date with a response
rate back to EPA of ~¥37%

EPA has asked companies to indicate amendments that can:

=  be voluntarily withdrawn
= provide a top 10 priority (or less) list and
= indicate if actions can be bundled with other non-PRIA actions.

So far, companies have identified 680 actions and counting for withdrawal.
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Antimicrobials Division- Non-PRIA Amendment
Consolidation and Prioritization Initiative Cont.

» A few lessons learned so far:

= There are actions that go back as far as 2003 and many companies are choosing to
withdraw these actions.

= Some of these actions were already approved by the Agency some time ago. If the
Agency has approved one of these actions, we are asking that companies submit a
copy of that approval letter so that it can be filed in Salesforce and the action
appropriately closed out.

= May be from glitches with conversion/transfer from OPPIN to Salesforce or failure to
close out the actions even though a decision was made.

*= One of these glitches was the initial number of companies with backlogged actions
(ori5g6igally 746 companies). The number of companies with backlogged actions is closer
to .

= A mass closeout of older actions is not an option as we need to have withdrawal
agreements from registrants.

= The list of amendments report was run on 7/26/23. Anything after that date would not be
on the report.

= When EPA reaches out to you to confirm your voluntary withdrawals (if any) and your
priorities, please note if you feel there is something missinE from the Agency-
generated list of current non-PRIA amendments in the backlog.
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Non-PRIA Category @ Fast Track @ Notification Other

Record Count

AD Salesforce Non-PRIA Completions (s of1/10/24)

FY23

Record Count

545

Completed FY19-FY24

=

FY 2017 FY 2018 FY 2019 FY 2020 FY 2021

Completed Date

FY24

d Count
T4
393
Non-PRIA Category @ Fast Track @ Notification 0

FY 2022

FY 2023

FY 2024

Team
RM34 B
RM23 B
RM 32
RM31 B

Note: ~75% of the
FY23 completions
are due the
notification
closeout and
closeout of actions
associated with
cancelled products
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AD Salesforce Non-PRIAS (a5 of 1/10/24)

Actions received FY23-FY24 Overdue actions FY19-FY24

How many are cverdue?

by NonPRIA Category

# Actions

3

. =
ﬂ{ﬁ- ﬁal}h i‘g? CFQK 1+ Year(s) 128
A

B Fast Track Follow-Up |l Minor Formulation [ Notdications ([ Other

] 200 A0 B00 200 1K 1.2 14K
1K
EI:":I 0- 3 Months
G000
2
S 03-6Montns m
400 .
E
200 2
T 0&-12 Maontns

MonPRIA Category
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CSF Formatting

Background
* AD Presented the CSF Best Practices to Stakeholders in Fall 2022.

* Center for Biocide Chemistry (CBC) and the Household Consumer Product
Association (HCPA) requested additional information/clarity.

Example of a formatting issue

 Alternate suppliers of active ingredients and/or inerts are on the 8570-4 form rather
than in a confidential attachment.

Examples of substantive issues

* Listing alternative sources of the Al with different concentrations on the same CSF. For
each different concentration of Al source, a new alternate CSF is required.

* Certified limits must be provided for all Als and all inerts.

* Listing an inert’s trade name that is not currently in the EPA system. Only currently approved
trade names of inerts can be used on CSFs.

Path forward
AD is developing a Fact Sheet for CBC, HCPA, and the registrant community; outlining the
differences between CSF substantive errors and CSF formatting issues.
» All CSF actions, including Notifications, submitted after June 30,2024 need to have all
formatting and substantive issues corrected before AD will accept the CSFs.
e Intheinterim till June 30, 2024, CSFs with only formatting errors will be accepted. The
Agency will continue to educate and assist registrants during this transition period.
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BPPD Salesforce Non-PRIA FY2024
Completions (as of 01/16/2024)

Record Count
 BPPD has completed 92 non-PRIAs
* 30 Fast-track Amendments
* 25 Notifications
e 37 Others (e.g., responses to
terms or conditions of
registration, incident reports,
etc.)

40.22%

Mon-PRIA Category @ Fast Track @ Motification Other
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Record Count

Record Count
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BPPD Salesforce Non-PRIA FY2017-Present

(as of 01/16/2024)
Number of Applications Completed by FY

FY 2017 FY 2018 FY 2019 FY 2020 FY 2021 Fy 2022 FY 2023 FY 2024
Completed Date

Team @ RM92 @ RM 91 RM 94

Remaining Overdue Applications by FY Due Date

FY 2018 FY 2020 FY 2021 FY 2022

FY 2023 FY 2024
Start Date
Team (@ RM 92 @ RM 91 RM 94
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BPPD Salesforce Non-PRIA “Backlog” FY2017-
Present (as of 01/16/2024)

Record Count
G0 70 a0

(%1
=

0 10 20 30 40

0 to 3 Months

3 to 6 Months

6 to 12 Months

M onths Owerduea

12+ Months

Types | Biotech [ Data (e.q., terms, incidents) Fast Track CSF [ Fast Track Label Mofifications Other
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RD Non-PRIA Initiatives

Rolled out a holistic, sustainable approach to Non-PRIA work on November 1 which
included:

©)
©)

Stakeholder outreach
Reducing backlog

o Target top Non-PRIA submitters for withdrawals (still awaiting responses)
o Division level Non-PRIA days
o Increase staff signature authority for some actions
Making work more efficient
o Use of emails instead of formal letters in some cases
o Truncated process for reviewing eCSFs
Reducing new submissions
o Stakeholder outreach
Receiving better submissions
o Released cover letter guidance document
o Released document on common notification rejection reasons

Setting reach goals, focusing on actions submitted in FY20 through present
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RD Pending FY20 - Now

Record Count

12K

RD Completed FY24

Record Count

Mon-PRIA Type @ Fast Track Amendment @ Formulation Amendment Motification

Non-PRIA Type @ Fast Track Amendment @ Formulation Amendment Nofification
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NonPRIA completions by month

35

12

o0
o

36

o
(o]
—

~
N~
—

102

300

250

200

150

100

VA
€A

VA
€CAd

VA
€CAd

VA
€CAd

VA
€CAd

VA
€A

VA
€A

VA
€A

VA
€CAd

VA
€A

VA
€CAd

VA
€CAd

Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Oct

M label amendments @ withdrawals from pilot

B CSF amendments

M notifications

61



RD Non-PRIA Strategy— What’s New, What’s Next

* New this month
o Efficiency tips from staff listening sessions
o Process for partial fast track amendment review
o Process for sharing nonPRIA work across the division

* Future work
o Living list of registrant contacts
o Best practices to reduce number of labeling comment rounds
o Division-level workload analysis
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Registration Review

* The FY 2023 omnibus set a new deadline of October 1, 2026, for
completing the first round of registration review;

» There are 789 registration review cases due by October 1, 2026-
726 cases carried forward and 63 new active ingredients registered
after FY 2007 with registration review due dates that fall before
October 2026;

» Of the 789, as of the end of FY23 there were

« 717 cases (or 91%) for which draft risk assessments are completed (71 remain)

* 614 cases (or 78%) for which final or interim decisions are completed (175
remain)
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Wrap-Up/Next Meeting Date

* FY 24 quarterly stakeholder meetings are being finalized
 Coalition has shared dates for major meetings in FY24

 April, July, and November dates will be shared with Coalition in
near future
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PRIA Points of Contact

» Steve Schaible, Senior Advisor, PRIA Coordinator:
schaible.stephen@epa.gov

* OPP Ombudsperson Mailbox
pesticidequestions@epa.gov
* RD Ombudsman:
OPP RD Ombudsman@epa.gov
* BPPD:
BPPDQuestions@epa.gov
e AD Ombudsman:
pesticidequestions@epa.gov
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Thank You!
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