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§ 1500.265

(A) When the weight-of-evidence is
insufficient to determine a substance’s
ocular irritation, a Commission-ap-
proved in vitro or in silico assay for ocu-
lar irritancy should be run to assess
eye irritation potential and determine
labeling. Examples of Commission-vali-
dated in vitro assays are identified on
the Commission’s animal testing Web
site at: http://www.cpsc.gov/library/
animaltesting.html). If no valid in vitro
test exists, the test strategy for deter-
mining dermal corrosion/irritation out-
lined in paragraph (b)(1)(ii)(B) of this
section can be followed to determine
ocular irritation.

(B) If the dermal test strategy out-
lined in section paragraph (b)(1)(ii)(B)
of this section leads to a conclusion of
not corrosive, a tiered in vivo ocular ir-
ritation test should be performed, in
which a single rabbit is exposed to the
substance initially. If the outcome of
this initial test is positive, testing is
stopped, and the substance is labeled
an eye irritant. If the outcome of this
initial test is negative, one to two
more rabbits are tested for ocular irri-
tation, and the outcome of this test
will determine the label. If a tiered
test is not feasible, the Commission
recommends the test method described
in §1500.42.

(C) When any ocular irritancy testing
on animals is conducted, including the
method described in §1500.42, the Com-
mission recommends a threefold plan
to reduce animal suffering: The use of
preemptive pain management, includ-
ing topical anesthetics and systemic
analgesics that eliminate or reduce
suffering that may occur as a result of
the application process or from the test
substance itself (an example of a typ-
ical preemptive pain treatment is two
applications of tetracaine ophthalmic
anesthetic, 10-15 minutes apart, prior
to instilling the test material to the
eye); post-treatment with systemic an-
algesics for pain relief; and implemen-
tation of humane endpoints, including
scheduled observations, monitoring,
and recording of clinical signs of dis-
tress and pain, and recording the na-
ture, severity, and progression of eye
injuries. The specific techniques that
have been approved by the Commission
can be found at: http:/www.cpsc.gov/li-
brary/animaltesting.hitml.
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(iv) Dermal sensitization. An accept-
able in vitro test method (examples of
valid in vitro tests are identified on the
Commission’s animal testing Web site
at: http://www.cpsc.gov/library/
animaltesting.html), or weight-of-evi-
dence analysis is recommended before
in vivo animal sensitization testing is
considered to determine appropriate
cautionary labeling. The weight-of-evi-
dence analysis should incorporate any
existing data on humans and animals,
validated in wvitro or in silico test re-
sults, and any relevant physico-
chemical properties that indicate the
substance might be a dermal sensitizer.
If there is any indication from this
analysis that the substance is sensi-
tizing to the skin, the substance should
be labeled appropriately.

(2) [Reserved]

[77 FR 73288, Dec. 10, 2012]
IMPORTS

§1500.265 Imports; definitions.

For the purposes of the regulations
prescribed under section 14 of the act:

(a) The term owner or consignee
means the person who has the rights of
a consignee under the provisions of the
Tariff Act of 1930 (secs. 483, 484, 485, 46
Stat. 721 as amended; 19 U.S.C. 1483,
1484, 1485).

(b) The term area office director means
the director of the area office of the
Consumer Product Safety Commission
having jurisdiction over the port of
entry through which a hazardous sub-
stance is imported or offered for im-
port, or such officer of the area office
as he may designate to act in his behalf
in administering and enforcing the pro-
visions of section 14 of the act.

§1500.266 Notice of sampling.

When a sample of a hazardous sub-
stance offered for import has been re-
quested by the director of the area of-
fice, the collector of customs having
jurisdiction over the hazardous sub-
stance shall give to the owner or con-
signee prompt notice of delivery of, or
intention to deliver, such sample. Upon
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