
79

Environmental Protection Agency § 158.30

satisfy the requirements of FIFRA sec-
tion 3(c)(1)(D) and sections 3(c)(5)(B) or 
3(c)(7). Use of the term ‘‘registration’’ 
in this part will pertain to new reg-
istrations and amended registrations 
as well as reregistration accomplished 
under section 3(g), unless stated other-
wise. 

(c) Availability of related guidelines. 
The data requirements for pesticide 
registration specified in this part per-
tain to product chemistry, residue 
chemistry, environmental fate, toxi-
cology, reentry protection, aerial drift 
evaluation, wildlife and aquatic orga-
nisms, plant protection, nontarget in-
sects, product performance, and bio-
chemical and microbial pesticides. The 
standards for conducting acceptable 
tests, guidance on evaluation and re-
porting of data, further guidance on 
when data are required, definition of 
most terms, and examples of protocols 
are not specified in this part. This in-
formation is available in advisory doc-
uments (collectively referred to as Pes-
ticide Assessment Guidelines) through 
the National Technical Information 
Service, 5285 Port Royal Road, Spring-
field, VA 22161 (telephone: 703–487–4650).

§ 158.25 Applicability of data require-
ments. 

(a) Some kinds of data and informa-
tion are specified in subparts C and D 
of this part as ‘‘required’’ (‘‘R’’) for the 
evaluation of some or all types of prod-
ucts. Other kinds of data and informa-
tion are specified in those sections as 
‘‘conditionally required’’ (‘‘CR’’), that 
is, they are required if the product’s 
proposed pattern of use, results of 
other tests, or other pertinent factors 
meet the criteria specified in those sec-
tions. The terms ‘‘required’’ and ‘‘con-
ditionally required’’ are further dis-
cussed in §§ 158.100 and 158.101. 

(b) The Agency recognizes that cer-
tain data requirements may not be ap-
plicable to (or should be waived for) 
some products, and has made provi-
sions for such cases in this part as 
specified in § 158.35 Flexibility of the data 
requirements, § 158.40 Consultation with 
the Agency, § 158.45 Waivers, and § 158.60 
Minor uses.

[49 FR 42881, Oct. 24, 1984, as amended at 53 
FR 15999, May 4, 1988]

§ 158.30 Timing of the imposition of 
data requirements. 

This part establishes requirements 
for the types of data which are nec-
essary to support the unconditional 
registration of a pesticide product 
under section 3(c)(5) of the Act. While 
every registered pesticide product 
must eventually be supported by the 
data required by part 158, when an ap-
plicant or registrant must initially sat-
isfy these data requirements depends 
on the factors listed below in this sec-
tion. 

(a) Existing Registrations. A registrant 
of a currently registered pesticide 
product is not obligated to satisfy any 
data requirement in part 158 with re-
spect to that product until he receives 
a notice under section 3(c)(2)(B) of the 
Act that additional data are required 
to support the continued registration 
of the product, until he applies for an 
amendment to the registration, or 
until the product is subject to rereg-
istration. 

(b) Applications. The amount of data 
required by the Agency to evaluate an 
application for initial or amended reg-
istration depends on whether the prod-
uct is being reviewed under section 
3(c)(5) of the Act (unconditional reg-
istration) or section 3(c)(7) of the Act 
(conditional registration). Refer to 
§ 152.111 of this chapter or consult with 
the appropriate EPA Product Manager 
to determine under which section of 
the Act the application will be re-
viewed. The following paragraphs iden-
tify, for each different type of applica-
tion, the minimum amount of data 
that must be available for EPA review 
to permit EPA to make the statutory 
risk-benefit determinations required 
by section 3(c)(5) or 3(c)(7) of the Act. 
In addition to satisfying these min-
imum data requirements, applicants 
may be required to submit or cite addi-
tional data, either to permit EPA to 
assess the safety or efficacy of the 
product (refer to § 158.75) or to comply 
with the statutory requirements of sec-
tion 3(c)(1)(D) of the Act, or both. 

(1) Applications for unconditional reg-
istration under section 3(c)(5) of the Act. 
EPA will not approve an application 
for unconditional registration unless 
all data required by this part which 
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have not been waived are available for 
EPA to review. 

(2) Applications for conditional registra-
tion of a new chemical under section 
3(c)(7)(C) of the Act. EPA will not ap-
prove an application for conditional 
registration of a pesticide containing 
an active ingredient not contained in 
any currently registered product unless 
data required by this part are available 
for EPA to review except for: 

(i) Those data for which the require-
ment has been waived. 

(ii) Those data for which the require-
ment was imposed so recently that the 
applicant has not had sufficient time 
to produce the data. 

(3) Applications for conditional registra-
tion of products which are identical or 
substantially similar to currently reg-
istered products under section 3(c)(7)(A) 
of the Act. EPA will not approve an ap-
plication for conditional registration 
of a pecticide product which is iden-
tical or substantially similar to a cur-
rently registered pesticide unless the 
following data are available for EPA to 
review: 

(i) Product chemistry data, as re-
quired by subpart C of this part. 

(ii) Product performance data, to the 
extent required by § 158.160. 

(4) Applications for conditional registra-
tion of new uses of currently registered 
products under section 3(c)(7)(B) of the 
Act. EPA will not approve an applica-
tion for registration of a pesticide for a 
new use of a currently registered pes-
ticide product unless the following 
data are available for EPA to review: 

(i) Product chemistry data, as re-
quired by subpart C of this part. 

(ii) Product performance data, to the 
extent required by § 158.160. 

(iii) Other data pertaining solely to 
the new use. The applicant may gen-
erally determine which data pertain 
solely to the new use by comparing the 
data requirements for all existing uses 
of all currently registered products 
containing the same active ingre-
dient(s) with those for all uses includ-
ing the new use. Any differences are at-
tributable to the new use and must be 
submitted with the application. 

[49 FR 42881, Oct. 24, 1984, as amended at 53 
FR 15999, May 4, 1988; 58 FR 34203, June 23, 
1993]

§ 158.32 Format of data submission. 
(a) Transmittal document. All data 

submitted at the same time and for re-
view in support of a single administra-
tive action (e.g., an application for reg-
istration, reregistration, experimental 
use permit, or in response to a require-
ment for data under the authority of 
FIFRA sec. 3(c)(2)(B), must be accom-
panied by a single transmittal docu-
ment including the following informa-
tion: 

(1) The identity of the submitter, or 
the identity of each joint submitter 
and of the agent for joint submitters; 

(2) The date of the submission; 
(3) The identification of the Agency 

action in support of which the data are 
being submitted, such as the registra-
tion number or file symbol, petition 
number, experimental use permit num-
ber, or registration standard review; 
and 

(4) A bibliography of all specific doc-
uments included in the submission and 
covered by the transmittal. 

(b) Individual studies. (1) All data 
must be submitted in the form of indi-
vidual studies. Unless otherwise speci-
fied by the Agency, each study should 
address a single data requirement, and 
be listed separately in the bibliog-
raphy. 

(2) Each study must include the fol-
lowing elements in addition to the 
study itself: 

(i) A title page, as described in para-
graph (c) of this section; 

(ii) A Statement of Data Confiden-
tiality Claims and, if desired, a Supple-
mental Statement of Data Confiden-
tiality Claims, in accordance with 
§ 158.33; 

(iii) A certification with respect to 
Good Laboratory Practice standards, if 
required by § 160.12 of this chapter; 

(iv) If the original study is not in the 
English language, a complete and accu-
rate English translation under the 
same cover; and 

(v) If the study is of a type listed in 
§ 158.34(b), the statement prescribed by 
paragraph (c) of that section. 

(3) Three identical copies of each 
study must be submitted. If the study 
is submitted in conjunction with a 
pending Special Review or Registration 
Standard under development, four cop-
ies must be submitted. Three copies 
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