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order issued under sections 4, 5, or 6 of
the Act that applies to the substance
and of which the manufacturer has
knowledge.

(2) When the research and develop-
ment activity is conducted solely in a
laboratory and exposure to the chem-
ical substance is controlled through
the implementation of prudent labora-
tory practices for handling chemical
substances of unknown toxicity, and
any distribution, except for purposes of
disposal, is to other such laboratories
for further research and development
activity, the information specified in
paragraph (b)(1) of this section need
not be reviewed and evaluated. (For
purposes of this paragraph, a labora-
tory is a contained research facility
where relatively small quantities of
chemical substances are used on a non-
production basis, and where activities
involve the use of containers for reac-
tions, transfers, and other handling of
substances designed to be easily manip-
ulated by a single individual.)

(c)(1) The manufacturer must notify
the persons identified in paragraph
(a)(2) of this section by means of a con-
tainer labeling system, conspicuous
placement of notices in areas where ex-
posure may occur, written notification
to each person potentially exposed, or
any other method of notification which
adequately informs persons of health
risks which the manufacturer has rea-
son to believe may be associated with
the substance, as determined under
paragraph (b)(1) of this section.

(2) If the manufacturer distributes a
chemical substance manufactured
under this section to persons not in its
employ, the manufacturer must in
written form:

(i) Notify those persons that the sub-
stance is to be used only for research
and development purposes.

(ii) Provide the notice of health risks
specified in paragraph (c)(1) of this sec-
tion.

(3) The adequacy of any notification
under this section is the responsibility
of the manufacturer.

(d) A chemical substance is not ex-
empt from reporting under this part if
any amount of the substance, including
as part of a mixture, is processed, dis-
tributed in commerce, or used, for any
commercial purpose other than re-
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search and development, except where
the chemical substance is processed,
distributed in commerce, or used only
as an impurity or as part of an article.

(e) Quantities of the chemical sub-
stance, or of mixtures or articles con-
taining the chemical substance, re-
maining after completion of research
and development activities may be:

(1) Disposed of as a waste in accord-
ance with applicable Federal, state,
and local regulations, or

(2) Used for the following commercial
purposes:

(i) Burning it as a fuel.

(ii) Reacting or otherwise processing
it to form other chemical substances
for commercial purposes, including ex-
tracting component chemical sub-
stances.

(f) Quantities of research and devel-
opment substances existing solely as
impurities in a product or incorporated
into an article, in accordance with
paragraph (d) of this section, and quan-
tities of research and development sub-
stances used solely for commercial pur-
poses listed in paragraph (e) of this sec-
tion, are not subject to the require-
ments of paragraphs (a), (b), and (c) of
this section, once research and develop-
ment activities have been completed.

(g) A person who manufactures a
chemical substance in small quantities
solely for research and development is
not required to comply with the re-
quirements of this section if the per-
son’s exclusive intention is to perform
research and development activities
solely for the purpose of determining
whether the substance can be used as a
pesticide.

[61 FR 15102, Apr. 22, 1986, as amended at 87
FR 39763, July 5, 2022]

§720.38 Exemptions for test
keting.

(a) Any person may apply for an ex-
emption to manufacture a new chem-
ical substance for test marketing. EPA
may grant the exemption if the person
demonstrates that the chemical sub-
stance will not present an unreason-
able risk to injury to health or the en-
vironment as a result of the test mar-
keting.

(b) Persons applying for a test-mar-
keting exemption should provide the
following information:

mar-
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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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