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(ii) Central Data Exchange or CDX
means EPA’s centralized electronic
document receiving system, or its suc-
Cessors.

(jj) e-PMN software means electronic-
PMN software created by EPA for use
in preparing and submitting
Premanufacture Notices (PMNs) and
other TSCA section 5 notices and sup-
port documents electronically to the
Agency.

(kk) Optical disc means compact disc
(CD) or digital video disc (DVD).

11) Support documents means mate-
rials and information submitted to
EPA in support of a TSCA section 5 no-
tice, including but not limited to, cor-
respondence, amendments, and test
data. The term ‘‘support documents’”
does not include orders under TSCA
section 5(e) (either consent orders or
orders imposed pursuant to TSCA sec-
tion 5(e)(2)(B)).

[48 FR 21742, May 13, 1983, as amended at 51
FR 15101, Apr. 22, 1986; 75 FR 784, Jan. 6, 2010]

Subpart B—Applicability

§720.22 Persons who must report.

(a)(1) Any person who intends to
manufacture a new chemical substance
in the United States for commercial
purposes must submit a notice unless
the substance is excluded under §720.30.

(2) If a person contracts with a manu-
facturer to manufacture or produce a
new chemical substance, and (i) the
manufacturer manufactures or pro-
duces the substance exclusively for
that person, and (ii) that person speci-
fies the identity of the substance, and
controls the total amount produced
and the basic technology for the plant
process, that person must submit the
notice. If it is unclear who must report,
EPA should be contacted to determine
who must submit the notice.

(3) Only manufacturers that are in-
corporated, licensed, or doing business
in the United States may submit a no-
tice.

(b)(1) Any person who intends to im-
port a new chemical substance into the
United States for commercial purposes
must submit a notice, unless the sub-
stance is excluded under §720.30 or un-
less the substance is imported as part
of an article.
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(2) When several persons are involved
in an import transaction, the notice
must be submitted by the principal im-
porter. If no one person fits the prin-
cipal importer definition in a par-
ticular transaction, the importer
should contact EPA to determine who
must submit the notice for that trans-
action.

§720.25 Determining whether a chem-
ical substance is on the Inventory.

(a) A new chemical substance is any
chemical substance that is not cur-
rently listed on the Inventory.

(b)(1) A chemical substance is listed
in the public portion of the Inventory
by a specific chemical name (either a
Chemical Abstracts (CA) Index Name
or a CA Preferred Name) and a Chem-
ical Abstracts Service (CAS) Registry
Number if its identity is not confiden-
tial. If its identity is confidential, it is
listed in the public portion of the In-
ventory by a TSCA Accession Number
and a generic chemical name that
masks the specific substance identity.
The confidential substance is listed by
its specific chemical name only in the
confidential portion of the Inventory,
which is not available to the public. A
person who intends to manufacture or
import a chemical substance not listed
by specific chemical name in the public
portion of the Inventory may ask EPA
whether the substance is included in
the confidential Inventory. EPA will
answer such an inquiry only if EPA de-
termines that the person has a bona
fide intent to manufacture or import
the chemical substance for commercial
purposes.

(2) To establish a bona fide intent to
manufacture or import a chemical sub-
stance, the person who proposes to
manufacture or import the substance
must submit to EPA:

(i) Except as provided in paragraphs
(b)(B) (i) and (ii) of this section, the
specific chemical identity of the sub-
stance that the person intends to man-
ufacture or import, using the -cur-
rently, correct CA name for the sub-
stance and the other correct chemical
identity information in accordance
with §§720.45(a) (1), (2), and (3).

(ii) A signed statement that the per-
son intends to manufacture or import
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that chemical substance for commer-
cial purposes.

(iii)(A) A brief description of the re-
search and development activities con-
ducted to date related to the sub-
stance, including the year in which the
person first started to conduct research
or development activity on the sub-
stance, and the general types of re-
search and development activities con-
ducted thus far (e.g., synthesis, sub-
stance isolation/purification, formu-
lating, product development, process
development, end-use application, tox-
icity testing, etc.). The person must
also indicate whether any pilot plant
or production-scale plant evaluations
have been conducted involving the
manufacture or processing of the sub-
stance.

(B) If an importer is unable to pro-
vide the information requested in para-
graph (b)(2)(iii)(A) of this section from
the foreign manufacturer or supplier,
the following information shall be sub-
mitted:

(I) A brief statement indicating how
long the substance has been in com-
mercial use outside of the TUnited
States.

(2) The name of a country in which it
has been commercially used.

(3) Whether the importer believes
that the substance has already been
used commercially, in any country, for
the same purpose or application that
the importer is intending.

(iv) A specific description of the
major intended application or use of
the substance.

(v) An infrared spectrum of the sub-
stance, or alternative spectra or other
data which identify the substance if in-
frared analysis is not suitable for the
substance or does not yield a reason-
able amount of structural information.
When using alternative spectra or in-
strumental analysis, the person must
submit a spectrum or instrumental
readout for the substance.

(vi) The estimated date (month/year)
in which the person intends to submit
a Premanufacture Notice (PMN) for
this substance if EPA informs the no-
tice submitter that the substance is
not on the Inventory.

(vii) The address of the facility under
the control of the submitter at which
the manufacture or processing of the

§720.25

substance would most likely occur. For
an imported substance, the facility
under the control of the importer at
which processing of the substance
would likely occur, if any.

(viii)(A) For substances intended to
be manufactured in the United States,
a description of the most probable
manufacturing process that would be
used by the submitter to produce the
substance for non-exempt commercial
purposes.

(B) For substances intended to be im-
ported, a brief description of how the
submitter is most likely to process or
use the substance for a commercial
purpose. If the substance is not ex-
pected to be processed or used at any
facility under the importer’s control, a
statement to this effect must be in-
cluded along with a description of how
the substance will be processed or used
at sites controlled by others, if this in-
formation is known or reasonably as-
certainable.

(3)(1) If an importer cannot provide
the chemical identity information re-
quired by paragraph (b)(2) (i) and (v) of
this section because it is claimed con-
fidential by its foreign manufacturer or
supplier, the foreign manufacturer or
supplier must supply the required in-
formation directly to EPA in accord-
ance with §720.45(a) (1), (2), and (3) and
reference the importer’s notice. If the
appropriate supporting document from
the foreign party is not received within
30 days after EPA receives the import-
er’s notice, the notice will be consid-
ered incomplete.

(ii) If a manufacturer cannot provide
all of the required information in ac-
cordance with §720.45(a) (1), (2), and (3)
because the new chemical substance is
manufactured using a reactant that
has a specific chemical identity
claimed as confidential by its supplier,
the notice must contain chemical iden-
tity information that is as complete as
known by the manufacturer. In addi-
tion, a letter of support for the notice
must then be sent to EPA by the chem-
ical supplier of the confidential
reactant, providing the specific chem-
ical identity of the ©proprietary
reactant. The letter of support must
reference the manufacturer’s notice. If
the appropriate supporting document
from the supplier is not received within
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30 days after EPA receives the manu-
facturer’s notice, the notice will be
considered incomplete.

(4) EPA will review the information
submitted by the proposed manufac-
turer or importer under this paragraph
to determine whether it has a bona fide
intent to manufacture or import the
chemical substance. If necessary, EPA
will compare this information either to
the information requested for the con-
fidential chemical substance under
§710.7(e)(2)(v) of this chapter or the in-
formation requested under
§720.85(b)(3)(iii).

(5) If the proposed manufacturer or
importer has shown a bona fide intent
to manufacture or import the sub-
stance, and provide sufficient unambig-
uous chemical identity information so
EPA can make a conclusive determina-
tion of the chemical substance’s Inven-
tory status, EPA will search the con-
fidential Inventory and inform the pro-
posed manufacturer or importer wheth-
er the chemical substance is on the
confidential Inventory.

(6) If the chemical substance is found
on the confidential Inventory, EPA
will notify the person(s) who originally
reported the chemical substance that
another person has demonstrated a
bona fide intent to manufacture or im-
port the substance and therefore was
told that the chemical substance is on
the Inventory.

(7) A disclosure of a confidential
chemical identity to a person with a
bona fide intent to manufacture or im-
port the particular chemical substance
will not be considered a public disclo-
sure of confidential business informa-
tion under section 14 of the Act.

(8) EPA will answer an inquiry on
whether a particular chemical sub-
stance is on the confidential Inventory
within 30 days after receipt of a com-
plete submission under paragraph (b)(2)
of this section.

(9) If the required chemical identity
information has not been reported cor-
rectly or completely in the notice (ex-
cept as provided under paragraph
(b)(3)(ii) of this section) or if any other
required data or information has been
omitted or is incomplete, EPA will
consider the whole notice to be incom-
plete. As soon as an incomplete notice
is identified as such by EPA, the Agen-
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cy will immediately return the notice
directly to the submitter. The sub-
mitter must then resubmit the whole,
completed bona fide notice to EPA in
order to have the Agency perform the
desired Inventory search and respond
to the notice.

[48 FR 21742, May 13, 1983, as amended at 58
FR 34204, June 23, 1993; 60 FR 16309, Mar. 29,
1995]

§720.30 Chemicals not subject to noti-
fication requirements.

The following substances are not sub-
ject to the notification requirements of
this part:

(a) Any substance which is not a
‘“‘chemical substance’” as defined in
§720.3(e).

(b) Any mixture as
§720.3(u).1!

(c) Any new chemical substance
which will be manufactured or im-
ported in small quantities solely for re-
search and development under §720.36.

(d) Any new chemical substance
which will be manufactured or im-
ported solely for test-marketing pur-
poses under an exemption granted
under §720.38.

(e) Any new chemical substance man-
ufactured solely for export if, when the
substance is distributed in commerce:

(1) The substance is labeled in ac-
cordance with section 12(a)(1)(B) of the
Act.

(2) The manufacturer knows that the
person to whom the substance is being
distributed intends to export it or proc-
ess it solely for export as defined in
§721.3 of this chapter.

(f) Any new chemical substance
which is manufactured or imported
under the terms of a rule promulgated
under section 5(h)(4) of the Act.

(g) Any byproduct if its only com-
mercial purpose is for use by public or
private organizations that (1) burn it
as a fuel, (2) dispose of it as a waste, in-
cluding in a landfill or for enriching
soil, or (3) extract component chemical
substances from it for commercial pur-
poses. (This exclusion only applies to

defined in

1A new chemical substance that is manu-

factured or imported as part of a mixture is
subject to the requirements of this part. This
exclusion applies only to a mixture as a
whole and not to any chemical substances
which are part of the mixture.
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the byproduct; it does not apply to the
component substances extracted from
the byproduct.)

(h) The chemical substances de-
scribed below: (Although they are man-
ufactured for commercial purposes
under the Act, they are not manufac-
tured for distribution in commerce as
chemical substances per se and have no
commercial purpose separate from the
substance, mixture, or article of which
they are a part.)

(1) Any impurity.

(2) Any byproduct which is not used
for commercial purposes.

(3) Any chemical substance which re-
sults from a chemical reaction that oc-
curs incidental to exposure of another
chemical substance, mixture, or article
to environmental factors such as air,
moisture, microbial organisms, or sun-
light.

(4) Any chemical substance which re-
sults from a chemical reaction that oc-
curs incidental to storage or disposal of
another chemical substance, mixture,
or article.

(5) Any chemical substance which re-
sults from a chemical reaction that oc-
curs upon end use of another chemical
substance, mixture, or article such as
an adhesive, paint, miscellaneous
cleanser or other housekeeping prod-
uct, fuel additive, water softening and
treatment agent, photographic film,
battery, match, or safety flare, and
which is not itself manufactured or im-
ported for distribution in commerce or
for use as an intermediate.

(6) Any chemical substance which re-
sults from a chemical reaction that oc-
curs upon use of curable plastic or rub-
ber molding compounds, inks, drying
oils, metal finishing compounds, adhe-
sives, or paints, or any other chemical
substance formed during the manufac-
ture of an article destined for the mar-
ketplace without further chemical
change of the chemical substance ex-
cept for those chemical changes that
occur as described elsewhere in this
paragraph.

(7) Any chemical substance which re-
sults from a chemical reaction that oc-
curs when (i) a stabilizer, colorant,
odorant, antioxidant, filler, solvent,
carrier, surfactant, plasticizer, corro-
sion inhibitor, antifoamer or defoamer,
dispersant, precipitation inhibitor,

§720.36

binder, emulsifier, deemulsifier,
dewatering agent, agglomerating
agent, adhesion promoter, flow modi-
fier, pH neutralizer, sequesterant, co-
agulant, flocculant, fire retardant, lu-
bricant, chelating agent, or quality
control reagent functions as intented,
or (ii) a chemical substance, which is
intended solely to impart a specific
physiochemical characteristic, func-
tions as intended.

(8) Any nonisolated intermediate.

(i) Any chemical substance which is
manufactured solely for non-commer-
cial research and development pur-
poses. Non-commercial research and
development purposes include sci-
entific experimentation, research, or
analysis conducted by academic, gov-
ernment, or independent not-for-profit
research organizations (e.g., univer-
sities, colleges, teaching hospitals, and
research institutes), unless the activity
is for eventual commercial purposes.

[48 FR 21742, May 13, 1983, as amended at 51
FR 15101, Apr. 22, 1986]

§720.36 Exemption for research and
development.

(a) This part does not apply to a
chemical substance if the following
conditions are met:

(1) The chemical substance is manu-
factured or imported only in small
quantities solely for research and de-
velopment.

(2) The manufacturer or importer no-
tifies all persons in its employ or to
whom it directly distributes the chem-
ical substance, who are engaged in ex-
perimentation, research, or analysis on
the chemical substance, including the
manufacture, processing, use, trans-
port, storage, and disposal of the sub-
stance associated with research and de-
velopment activities, of any risk to
health, identified under paragraph (b)
of this section, which may be associ-
ated with the substance. The notifica-
tion must be made in accordance with
paragraph (c) of this section.

(3) The chemical substance is used
by, or directly under the supervision
of, a technically qualified individual.

(b)(1) To determine whether notifica-
tion under paragraph (a)(2) of this sec-
tion is required, the manufacturer or
importer must review and evaluate the
following information to determine
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whether there is reason to believe
there is any potential risk to health
which may be associated with the
chemical substance:

(i) Information in its possession or
control concerning any significant ad-
verse reaction by persons exposed to
the chemical substance which may rea-
sonably be associated with such expo-
sure.

(ii) Information provided to the man-
ufacturer or importer by a supplier or
any other person concerning a health
risk believed to be associated with the
substance.

(iii) Health and environmental ef-
fects data in its possession or control
concerning the substance.

(iv) Information on health effects
which accompanies any EPA rule or
order issued under sections 4, 5, or 6 of
the Act that applies to the substance
and of which the manufacturer or im-
porter 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 or importer
must notify the persons identified in
paragraph (a)(2) of this section by
means of a container labeling system,
conspicuous placement of notices in
areas where exposure may occur, writ-
ten notification to each person poten-
tially exposed, or any other method of
notification which adequately informs
persons of health risks which the man-
ufacturer or importer has reason to be-
lieve may be associated with the sub-
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stance, as determined under paragraph
(b)(1) of this section.

(2) If the manufacturer or importer
distributes a chemical substance man-
ufactured or imported under this sec-
tion to persons not in its employ, the
manufacturer or importer 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 or importer.

(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-
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.

(g2) A person who manufactures or im-
ports a chemical substance in small
quantities solely for research and de-
velopment is not required to comply
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with the requirements of this section if
the person’s exclusive intention is to
perform research and development ac-
tivities solely for the purpose of deter-
mining whether the substance can be
used as a pesticide.

[61 FR 15102, Apr. 22, 1986]

§720.38 Exemptions
keting.

(a) Any person may apply for an ex-
emption to manufacture or import a
new chemical substance for test mar-
keting. EPA may grant the exemption
if the person demonstrates that the
chemical substance will not present an
unreasonable risk to injury to health
or the environment as a result of the
test marketing.

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

(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 or import for
test marketing.

(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.

(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

for test mar-

§720.40

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.

[48 FR 21742, May 13, 1983, as amended at 58
FR 34204, June 23, 1993]

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) Paper-based submissions. Notices,
and any support documents related to
these notices, may be submitted on
paper on or before April 6, 2011. All
paper-based notices must be generated
using e-PMN reporting software and be
completed through the finalization
step of the software, and e-PMN soft-
ware must be used to print EPA Form
7710-25 for submission to EPA. Paper
notices, and any support documents re-
lated to such notices, must be sub-
mitted either via U.S. mail to the Doc-
ument Control Office (DCO) (7407M),
Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001 or submitted
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201
Constitution Ave., NW., Rm. 6428,
Washington, DC 20004.
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