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medical devices that received pre-
market clearance under section 510(k)
of the Federal Food, Drug, and Cos-
metic Act; or the Humanitarian Device
Exemption Number for those medical
devices for which an exemption has
been granted under section 520(m) of
the Federal Food, Drug, and Cosmetic
Act.

(j) Medical device component. If appli-
cable for a medical device, an affirma-
tion identifying that the article being
imported or offered for import is a
component that requires further proc-
essing or inclusion into a finished med-
ical device.

[81 FR 85870, Nov. 29, 2016, as mended at 86
FR 17060, Apr. 1, 2021]

§1.79 Tobacco products.

In addition to the data required to be
submitted in §1.72, an ACE filer must
submit the following information at
the time of filing entry in ACE.

(a) Brand name of an article that is a
tobacco product that is being imported
or offered for import. If the article does
not have a specific brand name, the
ACE filer must submit a commercial
name for the brand name. This data
element is not applicable to those
products solely intended either for fur-
ther manufacturing or as investiga-
tional tobacco products.

(b) [Reserved]

§1.80 Cosmetics.

An ACE filer must submit the data
specified in §1.72 at the time of filing
entry in ACE.

§1.81 Rejection of entry filing.

FDA may reject an entry filing for
failure to provide complete and accu-
rate information that is required pur-
suant to this subpart.

Subpart E—Imports and Exports

§1.83 Definitions.

For the purposes of regulations pre-
scribed under section 801(a), (b), and (c)
of the Federal Food, Drug, and Cos-
metic Act:

(a) The term owner or consignee
means the person who makes entry
under the provisions of section 484 of
the Tariff Act of 1930, as amended (19

23

§1.94

U.S.C. 1484), namely, the ‘‘importer of
record.”

(b) The term division director means
the director of the division of the Food
and Drug Administration having juris-
diction over the port of entry through
which an article is imported or offered
for import, or such officer of the divi-
sion as he or she may designate to act
on his or her behalf in administering
and enforcing the provisions of section
801(a), (b), and (c).

[42 FR 155563, Mar. 22, 1977, as amended at 81
FR 85872, Nov. 29, 2016; 85 FR 50781, Aug. 18,
2020]

§1.90 Notice of sampling.

When a sample of an article offered
for import has been requested by the
division director, FDA shall provide to
the owner or consignee prompt notice
of delivery of, or intention to deliver,
such sample. Upon receipt of the no-
tice, the owner or consignee shall hold
such article and not distribute it until
further notice from the division direc-
tor or U.S. Customs and Border Protec-
tion of the results of examination of
the sample.

[856 FR 50781, Aug. 18, 2020]

§1.91 Payment for samples.

The Food and Drug Administration
will pay for all import samples which
are found to be in compliance with the
requirements of the Federal Food,
Drug, and Cosmetic Act. Billing for re-
imbursement should be made by the
owner or consignee to the Food and
Drug Administration division where
the shipment was offered for import.
Payment for samples will not be made
if the article is found to be in violation
of the act, even though subsequently
brought into compliance under the
terms of an authorization to bring the
article into compliance or rendered not
a food, drug, device, or cosmetic as set
forth in §1.95.

[42 FR 155563, Mar. 22, 1977, as amended at 85
FR 50781, Aug. 18, 2020]

§1.94 Hearing on refusal of admission
or destruction.

(a) If it appears that the article may
be subject to refusal of admission or
that the article is a drug or device that
may be subject to destruction under



		Superintendent of Documents
	2025-08-15T11:39:03-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




