Table I

Number of PRIA Actions Completed in FY 2023 and Average Exceedance in Days, by Category

Key to the Table:

e R - Conventional Pesticides

e A - Antimicrobial Pesticides

o B - Biopesticides

o EUP - Experimental Use Permit

e | —Inert Ingredient

e M — Miscellaneous

o PIP - Plant-Incorporated Protectants

o SAP - FIFRA Scientific Advisory Panel

o SCLP - Straight Chain Lepidopteran Pheromones

registration conferences, rapid response review, DNT protocol review,
protocols needing HSRB review

PRIA Description of Category Number of Completed | Average Exceedance
Category Decisions (Days)
RO10 New active ingredient, food use 3 633
R0O20 New active ingredient, food use, reduced risk 2 870
R124 Conditional ruling on pre-application study waivers; applicant-initiated 9 -14
R170 New use, additional food use 61 378
R175 New use, additional food uses covered within a crop grouping/conversion 22 359
R180 New use, additional food use; reduced risk 4 1086
R190 New use, additional food uses; 6 or more submitted in one application 23 273
R230 New use, additional use; non-food; outdoor 5 310
R250 New use, additional use; non-food; outdoor; EUP; no credit toward new use 1 253
registration
R260 New use; non-food; indoor 1 390
R272 Review of study protocol; applicant-initiated; excludes DART, pre- 20 7




PRIA Description of Category Number of Completed | Average Exceedance
Category Decisions (Days)
R273 Additional use; seed treatment; limited uptake into raw agricultural 3 183
commodities; includes crops with established tolerances (e.g., for soil or
foliar application); includes food or non-food uses
R274 Additional uses; seed treatment only; 6 or more submitted in one 2 286
application; limited uptake into raw agricultural commodities; includes
crops with established tolerances (e.g., for soil or foliar application);
includes food and/or nonfood uses
R275 Rebuttal of agency reviewed protocol; applicant-initiated 1 82
R280 Establish import tolerance; new active ingredient or first food use 1 2
R290 Establish import tolerance; additional food use 13 132
R292 Amend an established tolerance (e.g., decrease or increase) and/or 1 (-287)
harmonize established tolerances with Codex MRLs; domestic or import;
applicant-initiated
R298 Amend an established tolerance (e.g., decrease or increase); domestic or 21 169
import; submission of corresponding amended labels (requiring science
review)
R300 New product; or similar combination product (already registered) to an 106 82
identical or substantially similar in composition and use to a registered
product; registered source of active ingredient; no data review on acute
toxicity, efficacy or CRP — only product chemistry data; cite-all data citation,
or selective data citation where applicant owns all required data, or
applicant submits specific authorization letter from data owner. Category
also includes 100% repackage of registered end-use or manufacturing-use
product that requires no data submission nor data matrix
R301 New product; or similar combination product (already registered) to an 81 152

identical or substantially similar in composition and use to a registered
product; registered source of active ingredient; selective data citation only
for data on product chemistry and/ or acute toxicity and/or public health
pest efficacy (identical data citation and claims to cited product(s)), where
applicant does not own all required data and does not have a specific
authorization letter from data owne




PRIA Description of Category Number of Completed | Average Exceedance
Category Decisions (Days)
R310 New end-use or manufacturing use product with registered source(s) of 67 135
active ingredient(s); includes products containing two or more registered
active ingredients previously combined in other registered products;
excludes products requiring or citing an animal safety study; requires review
of data package within RD only; includes data and/or waivers of data for
only:
e  product chemistry and/or
e acute toxicity and/or
e child resistant packaging and/ or
e pest(s) requiring efficacy- for up to 3 target pests
R314 New end use product containing up to three registered active ingredients 22 130
never before registered as this combination in a formulated product; new
product label is identical or substantially similar to the labels of currently
registered products which separately contain the respective component
active ingredients; excludes products requiring or citing an animal safety
study; requires review of data package within RD only; includes data and/or
waivers of data for only:
e product chemistry and/or
e acute toxicity and/or
e child resistant packaging and/ or
e pest(s) requiring efficacy- for up to 3 target pests
R317 New end-use or manufacturing product with registered source(s) of active 1 304
ingredient(s) including products containing 2 or more registered active
ingredients previously combined in other registered products; excludes
products requiring or citing an animal safety study; and requires review of
data and/or waivers for only:
e product chemistry and/or
e acute toxicity and/or
e child resistant packaging and/ or
e pest(s) requiring efficacy- for greater than 7 target pests
R318 New end use product containing four or more registered active ingredients 14 208

never before registered as this combination in a formulated product; new




PRIA Description of Category Number of Completed | Average Exceedance
Category Decisions (Days)
product label is identical or substantially similar to the labels of currently
registered products which separately contain the respective component
active ingredients; excludes products requiring or citing an animal safety
study; requires review of data package within RD only; includes data and/or
waivers of data for only:
e product chemistry and/or
e acute toxicity and/or
e child resistant packaging and/ or
e pest(s) requiring efficacy- for up to 3 target pests
R320 New product; new physical form; requires data review in science divisions 21 129
R333 New product with unregistered source of a.i..; cite-all or selective data 37 141
citation where applicant owns all required data
R334 New product with unregistered source of a.i.; selective data citation 92 117
R340 Amendment requiring data review within RD (e.g., changes to precautionary 72 104
label statements); includes adding/ modifying pest(s) claims for up to 2
target pests, excludes products requiring or citing an animal safety study
R341 Amendment requiring data review within RD (e.g., changes to precautionary 1 107
label statements), includes adding/ modifying pest(s) claims for greater
than 2 target pests, excludes products requiring or citing an animal safety
study
R350 Amendment requiring data review in science divisions (e.g., changes to REl, 41 229
or PPE, or PHI, or use rate, or number of applications; or add aerial
application; or modify GW/SW advisory statement)
R351 Amendment adding a new unregistered source of active ingredient. 118 10
R352 Amendment adding already approved uses; selective method of support; 35 26
does not apply if the applicant owns all cited data
R370 Cancer reassessment; applicant-initiated 1 380
R371 Amendment to Experimental Use Permit; (does not include extending a 1 50
permit’s time period)
A410 New Active Ingredient Non-food use 4 378
A431 New Active Ingredient, Non-food use; low-risk 1 477
A450 New use, Direct food use, establish tolerance or tolerance exemption 1 1




PRIA Description of Category Number of Completed | Average Exceedance
Category Decisions (Days)
A460 Additional food use; establish tolerance exemption 2 (-59)
A470 Label amendment requiring data review; 0 to 10 public health organisms 10 (-26)
A500 New use, non-food 4 167
A521 Review of public health efficacy study protocol within AD; per AD Internal 7 43
Guidance for the Efficacy Protocol Review Process; applicant-initiated; Tier 1
A523 Protocol review; other than public health efficacy 1 -4
A530 New product; identical or substantially similar in composition and use to a 27 41
registered product; no data review or only product chemistry data; cite-all
data citation, or selective data citation when applicant owns all required
data, or applicant submits specific authorization letter for data owner.
Category also includes 100% re-package of registered end-use or
manufacturing-use product that requires no data submission nor data
matrix
A531 New product; identical or substantially similar in composition and use to a 24 26
registered product; registered source of active ingredient: selective data
citation only for data on product chemistry and/or acute toxicity and/or
public health pest efficacy, where applicant does not own all required data
and does not have a specific authorization letter from data owner
A532 New product; identical or substantially similar in composition and use to a 11 61
registered product; registered active ingredient; unregistered source of
active ingredient; cite-all data citation except for product chemistry; product
chemistry data submitted
A534 Rebuttal of Agency reviewed protocol, applicant initiated 1 102
A535 Conditional ruling on pre-application study waiver or data bridging 8 184
argument; applicant-initiated
A540 New end use product; FIFRA §2(mm) uses only; up to 25 public health 50 96
organisms
A541 New end use product; FIFRA §2(mm) uses only; 26-50 public health 7 110
organisms
A542 New end use product; FIFRA §2(mm) uses only; = 51 public health 6 167
organisms.
A550 New end-use product; uses other than FIFRA §2(mm); non-FQPA product 3 85




PRIA Description of Category Number of Completed | Average Exceedance
Category Decisions (Days)
A560 New manufacturing use product; registered active ingredient; selective data 11 80
citation
A565 New manufacturing-use product; registered active ingredient; unregistered 1 630
source of active ingredient; submission of new generic data package;
registered uses only; requires science review
A570 Approval of amendment(s) to tolerance and label for previously approved 146 45
safener
A571 Science reassessment: refined ecological risk, and/or endangered species; 1 0
applicant-initiated
A572 New Product or amendment requiring data review for risk assessment by 4 100
Science Branch (e.g., changes to Restricted Entry Interval, or Personal
Protective Equipment, or use rate
A573 Label amendment requiring data review; 26-50 public health organisms 1 223
A574 Label amendment requiring data review; 2 51 public health organisms 1 0
B590 New active ingredient; food use; petition to establish a tolerance exemption 27 99
B600 New active ingredient; nonfood use 7 121
B611 New active ingredient; Experimental Use Permit application; petition to 2 92
establish permanent tolerance exemption
B612 New active ingredient; no change to a permanent tolerance exemption 1 147
B614 Pre-application; Conditional Ruling on rationales for addressing a data 14 114
requirement in lieu of data; applicant-initiated; applies to one rationale at a
time
B621 Amendment; Experimental Use Permit; no change to an established 1 (-159)
temporary tolerance or tolerance exemption
B630 First food use; petition to establish a tolerance exemption 2 325
B643 New Food use; petition to amend an established tolerance exemption 2 57
B644 New use, no change to an established tolerance or tolerance exemption 2 7
B650 New use; nonfood 6 72
B660 New product; registered source of active ingredient(s); identical or 8 75

substantially similar in composition and use to a registered product. No data
review, or only product chemistry data; cite-all data citation, or selective
data citation where applicant owns all required data or authorization from




PRIA
Category

Description of Category

Number of Completed
Decisions

Average Exceedance
(Days)

data owner is demonstrated. Category includes 100% re-package of
registered end-use or manufacturing-use product that requires no data
submission or data matrix. For microbial pesticides, the active ingredient(s)
must not be re-isolated

B670

New product; registered source of active ingredient(s); requires: 1)
submission of product specific data; or 2) citation of previously reviewed
and accepted data; or 3) submission or citation of data generated at
government expense; or 4) submission or citation of a scientifically sound
rationale based on publicly available literature or other relevant information
that addresses the data requirement; or 5) submission of a request for a
data requirement to be waived supported by a scientifically sound rationale
explaining why the data requirement does not apply

26

100

B672

New product; unregistered source of active ingredient(s); non-food use or
food use requires: 1) submission of product specific data; or 2) citation of
previously reviewed and accepted data; or 3) submission or citation of data
generated at government expense; or 4) submission or citation of a
scientifically sound rationale based on publicly available literature or other
relevant information that addresses the data requirement; or 5) submission
of a request for a data requirement to be waived supported by a
scientifically sound rationale explaining why the data requirement does not

apply

15

103

B673

New product MUP/EP; unregistered source of active ingredient(s); citation
of Technical Grade Active Ingredient (TGAI) data previously reviewed and
accepted by the Agency. Requires an Agency determination that the cited
data supports the new product

111

B680

Amendment; registered sources of active ingredient(s); no new use(s); no
changes to an established tolerance or tolerance exemption. Requires data
submission

73

B681

Amendment; unregistered source of active ingredient(s). Requires data
submission

11

121

B685

Amendment; add a new biochemical unregistered source of active
ingredient or a new microbial production site. Requires submission of

14

72




PRIA
Category

Description of Category

Number of Completed
Decisions

Average Exceedance
(Days)

analysis of samples data and source/production site specific manufacturing
process description

B690

SCLP; New active ingredient; food or non-food use

16

B700

SCLP; Experimental Use Permit application; new active ingredient or new
use

49

B710

SCLP; New product; registered source of active ingredient(s); identical or
substantially similar in composition and use to a registered product; no
change in an established tolerance or tolerance exemption. No data review,
or only product chemistry data; cite-all data citation, or selective data
citation where applicant owns all required data or authorization from data
owner is demonstrated. Category includes 100% re-package of registered
end-use or manufacturing-use product that requires no data submission or
data matrix

(-35)

B720

SCLP; New product; registered source of active ingredient(s); requires: 1)
submission of product specific data; or 2) citation of previously reviewed
and accepted data; or 3) submission or citation of data generated at
government expense; or 4) submission or citation of a scientifically sound
rationale based on publicly available literature or other relevant information
that addresses the data requirement; or 5) submission of a request for a
data requirement to be waived supported by a scientifically sound rationale
explaining why the data requirement does not apply

B721

SCLP; New product; unregistered source of active ingredient

91

B730

SCLP; Label amendment requiring data submission

B771

PIP; Experimental Use Permit application; new (2) PIP; with petition to
establish a temporary tolerance/ tolerance exemption for the active
ingredient; credit 75% of B771 fee toward registration application for a new
active ingredient that follows

778

B890

PIP; Application to amend a seed increase registration; converts registration
to commercial registration; no petition since permanent tolerance/
tolerance exemption is already established for the active ingredient(s)

205




PRIA Description of Category Number of Completed | Average Exceedance

Category Decisions (Days)

B900 PIP; Application to amend a registration, including actions such as extending 1 (-15)
an expiration date, modifying an IRM plan, or adding an insect to be
controlled

B903 PIP; Inert ingredient tolerance exemption; e.g., a marker such as NPT Il; 1 898
reviewed in BPPD

B910 PIP; Biotechnology Notification for small scale field testing of genetically 1 (-9)
engineered microbes

1001 New food use inert ingredient 17 419

1002 Amend currently approved inert ingredient tolerance or exemption from 5 468
tolerance; new data

1003 Amend currently approved inert ingredient tolerance or exemption from 1 745
tolerance; no new data

1004 New non-food use inert ingredient 9 126

1007 Substantially similar non-food use inert ingredients when original inert is 1 (-6)
compositionally similar with similar use pattern

1008 New or amended polymer inert ingredient, food use. 8 143

1009 New or amended polymer inert ingredient, non-food use 3 (-63)

1010 Petition to amend a single tolerance exemption descriptor, or single non- 1 663
food use descriptor, to add < 10 CASRNs; no new data

1018 Petition to add one approved inert ingredient (CASRN) to the Commaodity 14 48
Inert Ingredient List; no data

MO001 Human Studies protocol requiring HSRB review 2 25

M002 Completed human study requiring HSRB review 3 186

MO0O05 New product, combination of Als across divisions 2 215

MO006 Gold Seal letter request 260 56

MO007 Extend exclusive use of data as provided by FIFRA Section 3(c)(1)(F)(ii) 2 61

MO009 Grant exclusive use of data for a minor use as provided by FIFRA Section 51 68
3(c)(2)(F)(vi)

MO010 Conditional ruling on pre-application, product substantial similarity 2 52

MO012 Request for up to 5 letters of certification (Certificate of Establishment) for 3

one actively registered product or one product produced for export
(excludes distributor products)






