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(1) All existing data regarding health
and environmental effects of the chem-
ical substance, including physical/
chemical properties or, in the absence
of such data, a discussion of toxicity
based on structure-activity relation-
ships (SAR) and relevant data on chem-
ical analogues.

(2) The maximum quantity of the
chemical substance which the appli-
cant will manufacture for test mar-
keting.

(3) The maximum number of persons
who may be provided the chemical sub-
stance during test marketing.

(4) The maximum number of persons
who may be exposed to the chemical
substance as a result of test mar-
keting, including information regard-
ing duration and route of such expo-
sures.

(6) A description of the test-mar-
keting activity, including its length
and how it can be distinguished from
full-scale commercial production and
research and development.

(6) A fee payment identity number,
as required in 40 CFR 700.45(g)(4).

(7) Any safety data sheet already de-
veloped for the chemical substance, in-
cluding draft safety data sheets.

(c) In accordance with section 5(h)(6)
of the Act, after EPA receives an appli-
cation for exemption under this sec-
tion, the Agency will file with the Of-
fice of the Federal Register a notice
containing a summary of the informa-
tion provided in the application, to the
extent it has not been claimed con-
fidential.

(d) No later than 45 days after EPA
receives an application, the Agency
will either approve or deny the applica-
tion. Thereafter, EPA will publish a
notice in the FEDERAL REGISTER ex-
plaining the reasons for approval or de-
nial.

(e) In approving an application for
exemption, EPA may impose any re-
strictions necessary to ensure that the
substance will not present an unrea-
sonable risk of injury to health and the
environment as a result of test mar-
keting.

(f) When applying for a test mar-
keting exemption, persons are subject

40 CFR Ch. | (7-1-23 Edition)

to fees in accordance with 40 CFR
700.45.

[48 FR 21742, May 13, 1983, as amended at 58
FR 34204, June 23, 1993; 83 FR 52719, Oct. 17,
2018; 87 FR 39763, July 5, 2022]

Subpart C—Notice Form

§720.40 General.

(a) Use of the notice form; electronic
submissions. (1) Each person who is re-
quired by subpart B of this part to sub-
mit a notice must complete, sign, and
submit a notice containing the infor-
mation in the form and manner speci-
fied in this paragraph. The information
submitted and all attachments (unless
the attachment appears in the open
scientific literature) must be in
English. All information submitted
must be true and correct.

(2) All notices must be submitted on
EPA Form 7710-25. Notices, and any
support documents related to these no-
tices, may only be submitted in a man-
ner set forth in this paragraph.

(i) Submission via CDX. TSCA section
5 notices and any related support docu-
ments must be submitted electroni-
cally to EPA via CDX. Prior to submis-
sion to EPA via CDX, such notices
must be generated and completed on
EPA Form 7710-25 using e-PMN soft-
ware.

(ii) You can access the e-PMN soft-
ware as follows:

(A) Website. Go to EPA’s TSCA New
Chemicals Program website at htip:/
www.epa.gov/oppt/newchems and follow
the appropriate links.

(B) Telephone. Call the EPA CDX
Help Desk at 1-888-890-1995.

(C) E-mail. HelpDesk@epacdz.net.

(b) When to submit a notice. Each per-
son who is required to submit a notice
must submit the notice at least 90 cal-
endar days before manufacture of the
new chemical substance for commer-
cial purposes begins.

(c) Where to submit a notice or support
documents. For submitting notices or
support documents via CDX, use the e-
PMN software.

(d) General mnotice requirements. (1)
Each person who submits a notice must
provide the information described in
§720.45 and specified on the notice
form, to the extent such information is
known to or reasonably ascertainable
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by the person. In accordance with
§720.50, the notice must also include
any test data in the person’s possession
or control, and descriptions of other
data which are known to or reasonably
ascertainable by the person and which
concern the health and environmental
effects of the new chemical substance.

(2) If information is claimed as con-
fidential pursuant to §720.80, a person
who submits a notice to EPA in the
manner set forth in §720.40(a)(2)(i), (ii),
or (iii) must also provide EPA with a
sanitized copy.

(e) Agency or joint submissions. (1) A
manufacturer (including importer)
may designate an agent to assist in
submitting the notice. If so, only the
manufacturer (including importer), and
not the agent, signs the certification
on the form.

(2) A manufacturer may authorize
another person, (e.g., a supplier or a
toll manufacturer) to report some of
the information required in the notice
to EPA on its behalf. The manufac-
turer should indicate in a cover letter
accompanying the notice which infor-
mation will be supplied by another per-
son and must identify that other per-
son as a joint submitter where indi-
cated on their notice form. The other
person supplying information (i.e., the
joint submitter) may submit the infor-
mation to EPA using either the notice
form or a Letter of Support, except
that if the joint submitter is not incor-
porated, licensed, or doing business in
the United States, the joint submitter
must submit the information to EPA
in a Letter of Support only, not in a
notice form. The joint submitter must
indicate in the notice or Letter of Sup-
port the identity of the manufacturer.
Any person who submits a notice form
or Letter of Support for a joint submis-
sion must sign and certify the notice
form or Letter of Support.

(3) Only the Authorized Official (AO)
of a submitting company can certify
initial notices and submit all TSCA
section b documents.

(i) An AO can authorize other persons
to be non-certifying AOs who may con-
duct all section 5 business on behalf of
the submitting company except for cer-
tifying and submitting initial notices
to EPA via CDX.

§720.40

(ii) An AO may grant access to a sup-
port registrant to edit section 5 docu-
ments.

(f) New information. During the notice
review period, if the submitter pos-
sesses, controls, or knows of new infor-
mation that materially adds to,
changes, or otherwise makes signifi-
cantly more complete the information
included in the notice, the submitter
must that information to the address
listed on the notice form within ten
days of receiving the new information,
but no later than five days before the
end of the notice review period. The
new submission must clearly identify
the submitter and the notice to which
the new information is related. If the
new information becomes available
during the last five days of the notice
review period, the submitter must im-
mediately inform its EPA contract for
that notice by telephone.

(g) Chemical substances subject to a sec-
tion 4 test rule. (1) Except as provided in
paragraph (g)(3) of this section, if (i) A
person intends to manufacture a new
chemical substance which is subject to
the notification requirements of this
part, and (ii) The chemical substance is
subject to a test rule promulgated
under section 4 of the Act before the
notice is submitted, section 5(b)(1) of
the Act requires the person to submit
the test data required by the testing
rule with the notice. The person must
submit the data in the form and man-
ner specified in the test rule and in ac-
cordance with §720.50. If the person
does not submit the test data, the sub-
mission is incomplete and EPA will fol-
low the procedures in §720.65.

(2) If EPA has granted the submitter
an exemption under section 4(c) of the
Act from the requirement to conduct
tests and submit data, the submitter
may not submit a notice until EPA re-
ceives the test data.

(3) If EPA has granted the submitter
an exemption under section 4(c) of the
Act and if another person previously
has submitted the test data to EPA,
the exempted person may either sub-
mit the test data or provide the fol-
lowing information as part of the no-
tice:

(i) The name, title, and address of the
person who submitted the test data to
EPA.
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(ii) The date the test data were sub-
mitted to EPA.

(iii) A citation for the test rule.

(iv) A description of the exemption
and a reference identifying it.

(h) Chemical substances subject to a
section 5(b)(4) rule. (1) If a person (i) in-
tends to manufacture a new chemical
substance which is subject to the noti-
fication requirements of this part and
which is subject to a rule issued under
section 5(b)(4) of the Act; and (ii) is not
required by a rule issued under section
4 of the Act to submit test data for the
substance before the submission of a
notice, the person must submit to EPA
data described in paragraph (h)(2) of
this section at the time the notice is
submitted.

(2) Data submitted under paragraph
(h)(1) of this section must be data
which the person submitting the notice
believes show that the manufacture,
processing, distribution in commerce,
use and disposal of the substance, or
any combination of such activities,
will not present an unreasonable risk
of injury to health or the environment.

[48 FR 21742, May 13, 1983, as amended at 58
FR 34204, June 23, 1993; 60 FR 16309, Mar. 29,
1995; 75 FR 784, Jan. 6, 2010; 78 FR 72827, Dec.
4, 2013; 80 FR 42746, July 20, 2015; 87 FR 39763,
July 5, 2022]

§720.45 Information that must be in-
cluded in the notice form.

Each person who submits a notice
must include the information specified
in the notice form to the extent it is
known to or reasonably ascertainable
by the submitter. However, no person
is required to include information
which relates solely to exposure of
human or ecological populations out-
side of the United States. The notice
form requires the following informa-
tion relating to the manufacture, proc-
essing, distribution in commerce, use,
and disposal of the new chemical sub-
stance:

(a)(1) The specific chemical identity
of the substance that the person in-
tends to manufacture or import, which
includes the following:

(i) The currently correct Chemical
Abstracts (CA) name for the substance,
based on the Ninth Collective Index
(9CI) of CA nomenclature rules and
conventions, and consistent with list-

40 CFR Ch. | (7-1-23 Edition)

ings for similar substances in the In-
ventory. For each substance having a
chemical composition that can be rep-
resented by a specific, complete chem-
ical structure diagram (a Class 1 sub-
stance), a CA Index Name must be pro-
vided. For each chemical substance
that cannot be fully represented by a
complete, specific chemical structure
diagram (a Class 2 substance), or if the
substance is a polymer, a CA Index
Name or CA Preferred Name must be
provided (whichever is appropriate
based on CA 9CI nomenclature rules
and conventions). In addition, for a
Class 2 substance, the notice must
identify the immediate chemical pre-
cursors and reactants by specific chem-
ical name and Chemical Abstracts
Service Registry Number (CASRN), if
the number is available. Tradenames or
generic names of chemical precursors
or reactants are not acceptable as sub-
stitutes for specific chemical names.

(ii) The currently correct CASRN for
the substance if a CASRN already ex-
ists for the substance.

(iii) For a Class 1 substance and for
any Class 2 substance for which a defi-
nite molecular formula is known or
reasonably ascertainable, the correct
molecular formula.

(iv) For a Class 1 substance, a com-
plete, correct chemical structure dia-
gram; for a Class 2 substance or poly-
mer, a correct representative or partial
chemical structure diagram, as com-
plete as can be known, if one can be
reasonably ascertained.

(2) For a polymer, the submitter
must also report the following:

(i) The specific chemical name and
CASRN, if the number is available, of
each monomer and other reactant used,
at any weight percent, to manufacture
the polymer. Tradenames or generic
names of chemical reactants or mono-
mers are not acceptable as substitutes
for specific chemical names.

(ii) The typical percent by weight of
each monomer and other reactant in
the polymer (weight of the monomer or
other reactant expressed as a percent-
age of the weight of the polymeric
chemical substance manufactured), and
the maximum residual amount of each
monomer present in the polymer.

(iii) For monomers and other
reactants used at 2 weight percent or

198

13:46 Aug 11,2023 Jkt 259184 PO 00000 Frm 00208 Fmt8010 Sfmt8010 Q:\40\40V33.TXT PC31



		Superintendent of Documents
	2024-02-26T07:24:37-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




