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§174.9 Confidential business informa-
tion claims for plant-incorporated
protectant submissions.

Although it is strongly recommended
that the submitter minimize the
amount of data and other information
claimed as Confidential Business Infor-
mation (CBI), a submitter may assert a
claim of confidentiality for all or part
of the information submitted to EPA
in a submission for a plant-incor-
porated protectant. (See part 2, subpart
B of this chapter.) To assert such a
claim, the submitter must comply with
all of the following procedures:

(a) Any claim of confidentiality must
accompany the information at the time
the information is submitted to EPA.
Failure to assert a claim at that time
constitutes a waiver of confidentiality
for the information submitted, and the
information may be made available to
the public, subject to section 10(g) of
FIFRA, with no further notice to the
submitter.

(b) Any claim of confidentiality must
be accompanied, at the time the claim
is made, by comments substantiating
the claim and explaining why the sub-
mitter believes that the information
should not be disclosed. The submitter
must address each of the points listed
in §2.204(e)(4) of this chapter in the
substantiation. EPA will consider in-
complete all plant-incorporated pro-
tectant submissions containing infor-
mation claimed as CBI that are not ac-
companied by substantiation, and will
suspend any applicable review of such
submissions until the required substan-
tiation is provided.

Subpart B—Exemptions

§174.21 General qualifications for ex-
emptions.

A plant-incorporated protectant is
exempt from the requirements of
FIFRA, other than the requirements of
§174.71, if it meets all of the following
criteria:

(a) The plant-incorporated protectant
meets the criteria listed in at least one
of the sections in §§174.25 through
174.50.

(b) When the plant-incorporated pro-
tectant is intended to be produced and
used in a crop used as food, the resi-
dues of the plant-incorporated protect-

§174.71

ant are either exempted from the re-
quirement of a tolerance under FFDCA
(as amended, 21 U.S.C. 321 et seq.) as
codified at §§174.475 through 174.479, or
no tolerance would otherwise be re-
quired for the plant-incorporated pro-
tectant.

(¢) Any inert ingredient that is part
of the plant-incorporated protectant is
on the list codified at §§174.485 through
174.490. Plant-incorporated protectants
that are not exempt from the require-
ments of FIFRA under this subpart are
subject to all the requirements of
FIFRA.

EFFECTIVE DATE NOTE: At 72 FR 20434, Apr.
25, 2007, §174.21 was amended in paragraph (b)
by revising the reference ‘‘§§174.475 through
174.479” to read ‘‘§§174.507 through 174.508;”
and in paragraph (c) by revising the ref-
erence ‘‘§§174.485 through 174.490” to read
€“§174.705”°, effective July 24, 2007.

§174.25 Plant-incorporated protectant
from sexually compatible plant.

A plant-incorporated protectant is
exempt if all of the following condi-
tions are met:

(a) The genetic material that encodes
the pesticidal substance or leads to the
production of the pesticidal substance
is from a plant that is sexually com-
patible with the recipient plant.

(b) The genetic material has never
been derived from a source that is not
sexually compatible with the recipient
plant.

Subpart C—Registration Proce-
dures and Requirements [Re-
served]

Subpart D—Monitoring and
Recordkeeping

§174.71 Submission of information re-
garding adverse effects.

(a) Any person who produces, for sale
or distribution, a plant-incorporated
protectant exempt under subpart B of
this part, who obtains any information
regarding adverse effects on human
health or the environment alleged to
have been caused by the plant-incor-
porated protectant must submit such
information to EPA. This requirement
does not apply to any person who does
not produce a plant-incorporated pro-
tectant exempt under supart B of this

307



