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(6) All test data described by para-
graph (a) are subject to these require-
ments, regardless of their age, quality, 
or results. 

(b) Other data concerning the health 
and environmental effects of the new 
chemical substance that are known to or 
reasonably ascertainable by the submitter. 
(1) Except as provided in paragraph (d) 
of this section, any person who submits 
a notice must describe the following 
data, including any data from a health 
and safety study, if the data are re-
lated to the effects on health or the en-
vironment of any manufacture, proc-
essing, distribution in commerce, use, 
or disposal of the new chemical sub-
stance, of any mixture or article con-
taining the new chemical substance, or 
of any combination of such activities: 

(i) Any data, other than test data, in 
the submitter’s possession or control. 

(ii) Any data, including test data, 
which are not in the submitter’s pos-
session or control, but which are 
known to or reasonably ascertainable 
by the submitter. For the purposes of 
this section, data are known to or rea-
sonably ascertainable by the submitter 
if the data are known to any of its em-
ployees or other agents who are associ-
ated with the research and develop-
ment, test marketing, or commercial 
marketing of the substance. 

(2) Data that must be described in-
clude data concerning the new chem-
ical substance in a pure, technical 
grade, or formulated form. 

(3) The description of data reported 
under this paragraph must include: 

(i) If the data appear in the open sci-
entific literature, a standard literature 
citation, which includes the author, 
title, periodical name, date of publica-
tion, volume, and pages. 

(ii) If the data are not contained in 
the open scientific literature, a de-
scription of the type of data and sum-
mary of the results, if available, and 
the names and addresses of persons the 
submitter believes may have possession 
or control of the data. 

(4) All data described by this para-
graph are subject to these require-
ments, regardless of their age, quality, 
or results; and regardless of whether 
they are complete at the time the no-
tice is submitted. 

(c) [Reserved] 

(d) Data that need not be submitted—(1) 
Data previously submitted to EPA. (i) A 
person need not submit any data pre-
viously submitted to EPA with no 
claims of confidentiality if the notice 
includes the office or person to whom 
the data were submitted, the date of 
submission, and, if appropriate, a 
standard literature citation as speci-
fied in paragraph (a)(3)(ii) of this sec-
tion. 

(ii) For data previously submitted to 
EPA with a claim of confidentiality, 
the person must resubmit the data 
with the notice and any claim of con-
fidentiality, under § 720.80. 

(2) Efficacy data. This part does not 
require submission of any data related 
solely to product efficacy. This does 
not exempt a person from submitting 
any of the data specified in paragraph 
(a), (b), or (c) of this section. 

(3) Non-U.S. exposure data. This part 
does not require submission of any 
data which relates only to exposure of 
humans or the environment outside the 
United States. This does not exclude 
nonexposure data such as data on 
health effects (including epidemiolog-
ical studies), ecological effects, phys-
ical and chemical properties, or envi-
ronmental fate characteristics. 

[48 FR 21742, May 13, 1983, as amended at 51 
FR 15102, Apr. 22, 1986] 

§ 720.57 Imports. 

(a) Except as otherwise provided in 
this section, the provisions of this sub-
part C apply to each person who sub-
mits a notice for a new chemcial sub-
stance which he or she intends to im-
port for a commercial purpose. In addi-
tion, each importer must comply with 
this section. 

(b) EPA will hold the principal im-
porter, or the importer that EPA deter-
mines must submit the notice when 
there is no principal importer under 
§ 720.22(b)(2), liable for complying with 
this part, for completing the notice 
form and for the completeness and 
truthfulness of all information which it 
submits. 
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