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or feed (including residues of any ac-
tive ingredient, inert ingredient, me-
tabolite, or degradation product), the 
applicant must submit a statement in-
dicating whether such residues are au-
thorized by a tolerance or exemption 
from the requirement of a tolerance 
issued under section 408 of the Federal 
Food, Drug and Cosmetic Act (FFDCA). 

(2) If such residues have not been au-
thorized, the application must be ac-
companied by a petition for establish-
ment of appropriate tolerances or ex-
emptions from the requirement of a 
tolerance, in accordance with part 180 
of this chapter. 

(j) Fees. (1) The applicant shall iden-
tify the appropriate fee category in the 
schedule provided for by FIFRA sec. 33, 
and shall submit the fee for that cat-
egory as prescribed by the latest EPA 
notice of section 33 fees. 

(2) If FIFRA sec. 33 is not in effect, 
the applicant shall submit any fees re-
quired by subpart U of this part, if ap-
plicable. 

[53 FR 15978, May 4, 1988, as amended at 58 
FR 34203, June 23, 1993; 60 FR 32096, June 19, 
1995; 72 FR 61027, Oct, 26 2007; 73 FR 75594, 
Dec. 12, 2008] 

§ 152.55 Where to send applications 
and correspondence. 

Applications and correspondence re-
lating to registration should be sent to 
the Office of Pesticide Programs’ Docu-
ment Processing Desk at the appro-
priate address as set forth in 40 CFR 
150.17(a) or (b). 

[71 FR 35545, June 21, 2006] 

Subpart D [Reserved] 

Subpart E—Satisfaction of Data 
Requirements and Protection 
of Data Submitters’ Rights 

SOURCE: 49 FR 30903, Aug. 1, 1984, unless 
otherwise noted. 

§ 152.80 General. 
This subpart E describes the informa-

tion that an applicant must submit 
with his application for registration or 
amended registration to comply (and 
for the Agency to determine compli-
ance) with the provisions of FIFRA sec. 
3(c)(1)(F). This subpart also describes 

the procedures by which data submit-
ters may challenge registration actions 
which allegedly failed to comply with 
these procedures. If the Agency deter-
mines that an applicant has failed to 
comply with the requirements and pro-
cedures in this subpart, the application 
may be denied. If the Agency deter-
mines, after registration has been 
issued, that an applicant failed to com-
ply with these procedures and require-
ments, the Agency may issue a notice 
of intent to cancel the product’s reg-
istration. 

[73 FR 75594, Dec. 12, 2008] 

§ 152.81 Applicability. 
(a) Except as provided in paragraph 

(b) of this section, the requirements of 
this subpart apply to: 

(1) Each application for registration 
of a new product. 

(2) Each application for amended reg-
istration of a currently registered 
product. 

(3) Each submission in response to a 
Data Call-In under the Federal Insecti-
cide, Fungicide, and Rodenticide Act 
(FIFRA) section 3(c)(2)(B) for an exist-
ing registration, including but not lim-
ited to, a product subject to reregistra-
tion under FIFRA section 4 or registra-
tion review under FIFRA section 3(g). 
If the Data Call-In establishes proce-
dures for protection of data submitters’ 
rights, recipients must comply with 
the specific requirements of the Data 
Call-In rather than the generic proce-
dures set forth in §§ 152.85 through 
152.96. 

(b) This subpart does not apply to 
any of the following: 

(1) An application for registration 
submitted to a State under FIFRA sec-
tion 24(c). 

(2) An application for an experi-
mental use permit (EUP) under FIFRA 
section 5. 

(3) An application for an emergency 
exemption under FIFRA section 18. 

(4) A request for cancellation of a 
registration, or a request for deletion 
of one or more existing uses, under 
FIFRA section 6(f). 

(5) A modification to registration of a 
currently registered product that may 
be accomplished under the notification 
or non-notification provisions of § 152.46 
and any procedures issued thereunder. 
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Notwithstanding the preceding sen-
tence, compliance with this subpart is 
required if the Administrator has, by 
written notice under § 152.46, deter-
mined that the modification may not 
be accomplished by notification or 
non-notification. 

(6) Any type of amendment if the Ad-
ministrator determines, by written 
finding, that Agency consideration of 
data would not be necessary in order to 
approve the amendment under FIFRA 
section 3(c)(5). 

(7) Compliance with Agency regula-
tions, adjudicatory hearing decisions, 
notices, or other Agency announce-
ments that unless the registration is 
amended in the manner the Agency 
proposes, the product’s registration 
will be suspended or canceled, or that a 
hearing will be held under FIFRA sec-
tion 6. However, this paragraph does 
not apply to amendments designed to 
avoid cancellation or suspension 
threatened under FIFRA section 
3(c)(2)(B) or because of failure to sub-
mit data. 

[79 FR 6824, Feb. 5, 2014] 

§ 152.82 Definitions. 
For the purposes of this subpart, the 

definitions set forth in the Federal In-
secticide, Fungicide, and Rodenticide 
Act (FIFRA), in § 152.3, and in this sec-
tion apply. In addition, the term ‘‘ex-
clusive use study’’ shall have the 
meaning set forth in § 152.83. 

Data gap means the absence of any 
valid study or studies in the Agency’s 
files which would satisfy a specific 
data requirement for a particular pes-
ticide product. 

Data Submitters List means the cur-
rent Agency list, entitled ‘‘Pesticide 
Data Submitters by Chemical,’’ of per-
sons who have submitted data to the 
Agency. 

Original data submitter means the per-
son who possesses all rights to exclu-
sive use or compensation under FIFRA 
section 3(c)(1)(F) in a study originally 
submitted in support of an application 
for registration, amended registration, 
reregistration, or experimental use 
permit, or to maintain an existing reg-
istration in effect. The term includes 
the person who originally submitted 
the study, any person to whom the 
rights under FIFRA section 3(c)(1)(F) 

have been transferred, or the author-
ized representative of a group of joint 
data developers. 

Valid study means a study that has 
been conducted in accordance with the 
Good Laboratory Practice standards of 
40 CFR part 160 or generally accepted 
scientific methodology and that EPA 
has not determined to be invalid. 

[49 FR 30903, Aug. 1, 1984, as amended at 73 
FR 75595, Dec. 12, 2008. Redesignated and 
amended at 79 FR 6825, Feb. 5, 2014] 

§ 152.83 Definition of exclusive use 
study. 

A study is an exclusive use study if it 
meets the conditions of either para-
graph (a) or paragraph (b) of this sec-
tion. 

(a) Initial exclusive use period. A study 
submitted to support the registration 
of a product containing a new active 
ingredient (new chemical) or a new 
combination of active ingredients (new 
combination) is an exclusive use study 
if all the following conditions are met: 

(1) The study pertains to a new active 
ingredient (new chemical) or new com-
bination of active ingredients (new 
combination) first registered after Sep-
tember 30, 1978. 

(2) The study was submitted in sup-
port of, or as a condition of approval 
of, the application resulting in the first 
registration of a product containing 
such new chemical or new combina-
tion, or an application to amend such 
registration to add a new use. 

(3) Less than 10 years have passed (or 
up to 13 years, if the period of exclusive 
use protection has been extended under 
the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA) section 
3(c)(1)(F)(ii)) since the issuance of the 
registration for which the data were 
submitted. 

(4) The study was not submitted to 
satisfy a data requirement imposed 
under FIFRA section 3(c)(2)(B). 

(b) Exclusive use period for certain 
minor use data. A study submitted by 
an applicant or registrant to support 
an amendment adding a new minor use 
to an existing registration that does 
not retain any period of exclusive use 
under paragraph (b)(1) of this section is 
an exclusive study under FIFRA sec-
tion 3(c)(1)(F)(vi) if all the following 
conditions are met: 
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