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§720.36

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 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,
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 intended,
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
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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; 87 FR 39763, July 5,
2022]

§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 only in small quantities solely
for research and development.

(2) The manufacturer notifies all per-
sons in its employ or to whom it di-
rectly distributes the chemical sub-
stance, who are engaged in experimen-
tation, 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
must review and evaluate the following
information to determine whether
there is reason to believe there is any
potential risk to health which may be
associated with the chemical sub-
stance:

(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 by a supplier or any other
person concerning a health risk be-
lieved to be associated with the sub-
stance.

(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
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Environmental Protection Agency

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-

§720.38

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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