US Environmental Protection Agency
Office of Pesticide Programs

Primary and Secondary New Product
Applications

Fee Category Designation and

FY09/10 Fee for New Product Applications




Primary and Secondary New Product Applications
Fee Category Designation and FY09/10 Fee for New Product Applications for which data was or is being submitted with a different New Product
Application®
(PC = Product Chemistry Data)

Secondary Application Another Application
Description PRIA Application Only PC submitted, other required data More than PC submitted (either efficacy
Code Fee ($) submitted with primary or 100 % repack of and/or acute toxicity data, etc) with some
primary application® required data submitted with primary
application®
Agency Code Fee ($) Agency Code Fee ($)
New end-use or manufacturing-use product; requires R310 4578 R310.1 1,365 R310 4,578
review of data package within RD; includes reviews
and/or waivers of data for only:
¢ product chemistry and/or
¢ acute toxicity and/or
« public health pest efficacy
New product; requires approval of new food-use inert; R311 16,317 R311.1 4,080 R311.2 4 578
applicant-initiated; excludes approval of safeners
New product; requires approval of new non-food-use R312 8,715 R312.1 2,179 R312.2 4 578
inert; applicant-initiated
New product; requires amendment to existing inert R313 11,991 R313.1 2,998 R313.2 4,578

tolerance exemption (e.g., adding post-harvest use);
applicant-initiated

New product; new physical form; requires data review R320 11,424 R320.1 2,856 R320.2 4,578
in science divisions

New manufacturing-use product; registered active R330 17,136 R330.1 4,284 R330.2 4,578
ingredient; selective data citation
New product; repack of identical registered end-use R331 2,184 R331 N/A R331 N/A

product as a manufacturing-use product; same
registered uses only

New manufacturing-use product; registered active R332 244,650 R332.1 61,163 R332.2 61,163
ingredient; unregistered source of active ingredient;
submission of completely new generic data package;
registered uses only

New end use product; FIFRA §2(mm) uses only A540 4,410 A540.1 1,103 A540 4,410

New end-use product; uses other than FIFRA §2(mm); A550 4,410 A550.1 1,103 A550 4,410
non-FQPA product

! The application with the data is called the primary application. The applications dependent upon the primary’s data are called either secondary or another application to reflect
the amount of data submitted and their fees may be reduced per FIFRA Section 33(b)(8)(C), discretionary refunds.

2 Fees for these secondary applications are reduced to the fee of the PRIA category for an identical/similar/100% repack new product application or 25% of the fee of the primary,
whichever is greater and rounded up to the nearest whole dollar.

® Fee for another application is reduced to the fee of the PRIA category that would have been owed if the primary application product had been registered or 25% of the fee of the
primary, whichever is greater and rounded up to the nearest whole dollar.



Secondary Application Another Application
Description PRIA Application Only PC submitted, other required data More than PC submitted (either efficacy
Code Fee ($) submitted with primary or 100 % repack of and/or acute toxicity data, etc) with some
primary application2 required data submitted with primary
application®

Agency Code Fee ($) Agency Code Fee ($)
New manufacturing-use product; registered active A560 16,538 A560.1 4,135 A560.2 4,410
ingredient; selective data citation
New product; registered source of active ingredient; all B670 4,410 B670.1 1,103 B670 4,410
Tier | data for product chemistry, toxicology, non-target
organisms, and product performance must be
addressed with product specific data or with request
for data waivers supported by scientific rationales
New product; food use; unregistered source of active B671 11,025 B671.1 2,757 B671.2 4,410
ingredient; requires amendment of established
tolerance or tolerance exemption; all Tier | data
requirements for product chemistry, toxicology, non-
target organisms, and product performance must be
addressed with product-specific data or with request
for data waivers supported by scientific rationales
New product; non-food use or food use having B672 7,875 B672.1 1,969 B672 7,875
established tolerance or tolerance exemption;
unregistered source of active ingredient; no data
compensation issues; all Tier | data requirements for
product chemistry, toxicology, non-target organisms,
and product performance must be addressed with
product-specific data or with request for data waivers
supported by scientific rationales
New product; unregistered source of active ingredient B721 2,310 B721.1 1,103 B721 2,310
(SCLP)
New product; no SAP review required (5) (PIP) B880 27,563 B880.1 6,891 B880 27,563
New product; SAP review required (5) (PIP) B881 82,688 B881.1 20,672 B881 82,688

Example

A company submits 3 new antimicrobial registration applications. The 3 applications are: one 20% concentrate, a 15% concentrate and a 10%
concentrate. The package consists of chemistry data for each application, one set of acute toxicity studies using the 20% concentrate and one set of
efficacy data generated at a the use dilution. The 15% and 10% products can rely on the same efficacy data because the use dilution will be the same
as for the 20% and the difference in the inerts is water.

Description of item Item Fee (3$) Tracking Code

New product conc 20% 4,410 A540




New product conc 15% 1,103 A540.1
New product conc 10% 1,103 A540.1
Total Fee 6,616






