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with paragraphs (b) (1) through (3) of
this section.

(1) Citation with authorization of origi-
nal data submitter. The applicant may
cite any valid study for which he has
obtained the written authorization of
the original data submitter. The appli-
cant must obtain written authorization
to cite any study that is an exclusive
use study. The applicant must certify
that he has obtained from the original
data submitter a written authorization
that contains at least the following in-
formation:

(i) Identification of the applicant to
whom the authorization is granted;

(ii) Identification by title, EPA Ac-
cession Number or Master Record Iden-
tification Number, and date of submis-
sion, of the study or studies for which
the authorization is granted;

(iii) Authorization to the applicant
to use the specified study in satisfac-
tion of the data requirement for the ap-
plication in question; and

(iv) The signature and title of the
original data submitter or his author-
ized representative, and date of the au-
thorization.

(2) Citation with offer to pay compensa-
tion to the original data submitter. The
applicant may cite any valid study
that is not subject to the exclusive use
provisions of FIFRA section
3(c)(L)(F)(1) without written authoriza-
tion from the original data submitter if
the applicant certifies to the Agency
that he has furnished to the original
data submitter:

(i) A notification of the applicant’s
intent to apply for registration, includ-
ing the proposed product name and a
list of the product’s active ingredients;

(ii) Identification of the specific data
requirement involved and of the study
for which the offer to pay is made (by
title, EPA Accession Number or Master
Record Identification Number, and
date of submission, if possible);

(iii) An offer to pay the person com-
pensation to the extent required by
FIFRA section 3(c)(1)(F);

(iv) An offer to commence negotia-
tions to determine the amount and
terms of compensation, if any, to be
paid for the use of the study; and

(v) The applicant’s name, address and
telephone number.
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(3) Citation without authorization or
offer to pay. The applicant may cite any
valid study without written authoriza-
tion from, or offer to pay to, the origi-
nal data submitter if the study was
originally submitted to the Agency on
or before the date that is 15 years be-
fore the date of the application for
which it is cited, and the study is not
an exclusive use study, as defined in
§152.83(c).

[49 FR 30903, Aug. 1, 1984, as amended at 73
FR 75595, Dec. 12, 2008]

§152.94 Citation of a public literature
study or study generated at govern-
ment expense.

(a) An applicant may demonstrate
compliance for a data requirement by
citing, and submitting to the Agency,
one of the following:

(1) A valid study from the public lit-
erature.

(2) A valid study generated by, or at
the expense of, any government (Fed-
eral, State, or local) agency.

(b) In no circumstances does submis-
sion of a public literature study or gov-
ernment-generated study confer any
rights on the data submitter to exclu-
sive use of data or compensation under
FIFRA section 3(c)(1)(F).

[49 FR 30903, Aug. 1, 1984, as amended at 73
FR 75595, Dec. 12, 2008]

§152.95 Citation of all studies in the
Agency’s files pertinent to a specific
data requirement.

An applicant normally may dem-
onstrate compliance for a data require-
ment by citation of all studies in the
Agency’s files pertinent of that data
requirement. The applicant who selects
this cite-all option must submit to the
Agency:

(a) A general offer to pay statement
having the same wording as that speci-
fied in §152.86(c) except that the offer
to pay may be limited to apply only to
data pertinent to the specific data re-
quirement(s) for which the cite-all
method of support has been selected;

(b) A certification that:

(1) For each person who is included
on the Data Submitters List as an
original data submitter of exclusive
use data for the active ingredient in
question, the applicant has obtained a
written authorization containing the
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information required by §152.86(a) for
the use the any exclusive use study
that would be pertinent to the appli-
cant’s product; and

(2) For each person included on the
current Data Submitters List as an
original data submitter of data that
are not exclusive use for the active in-
gredient in question, the applicant has
furnished:

(i) A notification of the applicant’s
intent to apply for registration, includ-
ing the name of the proposed product,
and a list of the product’s active ingre-
dients;

(ii) Identification of the specific data
requirement(s) for which the offer to
pay for data is being made;

(iii) An offer to pay the person com-
pensation to the extent required by
FIFRA section 3(c)(1)(F);

(iv) An offer to commence negotia-
tions to determine the amount and
terms of compensation, if any, to be
paid for use of any study; and

(v) The applicant’s name, address and
telephone number; and

(c) An acknowledgment having the
same wording as that specified in
§152.86(d), except that it may be lim-
ited to apply only to data pertinent to
the specific data requirement(s) for
which the cite-all method of support
has been selected.

[49 FR 30903, Aug. 1, 1984, as amended at 73
FR 75595, Dec. 12, 2008]

§152.96 Documentation of a data gap.

Except as provided in paragraph (a)
of this section, an applicant may defer
his obligation to satisfy an applicable
data requirement until the Agency re-
quests the data if he can demonstrate,
by the procedure in this section, that
no other person has previously sub-
mitted to the Agency a study that
would satisfy the data requirement in
question.

(a) When data gap procedures may not
be used. (1) An applicant for registra-
tion of a product containing a new
chemical may not defer his obligation
by the procedure in this section, unless
he can demonstrate to the Agency’s
satisfaction that the data requirement
was imposed so recently that insuffi-
cient time has elapsed for the study to
have been completed and that, in the
public interest, the product should be
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registered during the limited period of
time required to complete the study.
Refer to FIFRA section 3(c)(7)(C).

(2) An applicant for registration of a
product under FIFRA section 3(c)(7) (A)
or (B) may not defer his obligation by
the procedure in this section if the
Agency requires the data to determine:

(i) Whether the product is identical
or substantially similar to another cur-
rently registered product or differs
only in ways that would not substan-
tially increase the risk of unreasonable
adverse effects on the environment;

(ii) If efficacy data are required,
whether the product is efficacious; or

(iii) Whether the new use would sub-
stantially increase the risk of unrea-
sonable adverse effects on the environ-
ment, usually required when the appli-
cation involves a new use of a product
which is identical or substantially
similar to a currently registered prod-
uct.

(b) Data gap listed in a Registration
Standard. The applicant may rely on a
data gap that is documented by a Reg-
istration Standard without submitting
the certification required by paragraph
(c) of this section. If the data gap listed
in the Registration Standard has been
filled since the issuance of the Stand-
ard, the Agency will notify the appli-
cant and require him to choose another
method of demonstrating compliance.

(c) Certification of a data gap. Except
as provided by paragraph (b) of this
section, an applicant who wishes to
claim that a data gap exists must cer-
tify to the Agency that:

(1) The applicant has furnished, by
certified mail, to each original data
submitter on the current Data Submit-
ters List for the active ingredient in
question, a notice containing the fol-
lowing information:

(i) The name and address of the appli-
cant;

(ii) The name of the product, and a
statement that the applicant intends
to apply for registration of that prod-
uct;

(iii) The name(s) of the active ingre-
dient(s) in the procuct;

(iv) A list of the data requirements
for which the applicant intends to
claim under this section that a data
gap exists; and



		Superintendent of Documents
	2014-08-27T13:15:00-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




