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§1.95

801(a) of the Federal Food, Drug, and
Cosmetic Act, the division director
shall give the owner or consignee a
written or electronic notice to that ef-
fect, stating the reasons therefor. The
notice shall specify a place and a pe-
riod of time during which the owner or
consignee shall have an opportunity to
introduce testimony. Upon timely re-
quest giving reasonable grounds there-
for, such time and place may be
changed. Such testimony shall be con-
fined to matters relevant to the admis-
sibility or destruction of the article,
and may be introduced orally or in
writing.

(b) If such owner or consignee sub-
mits or indicates his or her intention
to submit an application for authoriza-
tion to relabel or perform other action
to bring the article into compliance
with the Federal Food, Drug, and Cos-
metic Act or to render it other than a
food, drug, device, or cosmetic, such
testimony shall include evidence in
support of such application. If such ap-
plication is not submitted at or prior
to the hearing on refusal of admission,
the division director shall specify a
time limit, reasonable in the light of
the circumstances, for filing such ap-
plication.

(c) If the article is a drug that may
be subject to destruction under section
801(a) of the Federal Food, Drug, and
Cosmetic Act, the division director
may give the owner or consignee a sin-
gle written or electronic notice that
provides the notice of refusal of admis-
sion and the notice of destruction of an
article described in paragraph (a) of
this section. The division director may
also combine the hearing on refusal of
admission with the hearing on destruc-
tion of the article described in para-
graph (a) of this section into a single
proceeding.

[80 FR 55242, Sept. 15, 2015, as amended at 81
FR 85873, Nov. 29, 2016; 85 FR 50781, Aug. 18,
2020]

§1.95 Application for authorization to
relabel and recondition.

Application for authorization to
relabel or perform other action to
bring the article into compliance with
the Federal Food, Drug, and Cosmetic
Act or to render it other than a food,
drug, device, or cosmetic may be filed
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only by the owner or consignee, and
shall:

(a) Contain detailed proposals for
bringing the article into compliance
with the act or rendering it other than
a food, drug, device, or cosmetic.

(b) Specify the time and place where
such operations will be carried out and
the approximate time for their comple-
tion.

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

§1.96 Granting of authorization to
relabel and recondition.

(a) When authorization of a proposal
under §1.95 is granted by the division
director, the applicant shall be notified
of authorization, in writing, which may
include:

(1) The procedure to be followed;

(2) The disposition of the rejected ar-
ticles or portions thereof;

(3) That the operations are to be car-
ried out under the supervision of an of-
ficer of the Food and Drug Administra-
tion or U.S. Customs and Border Pro-
tection, as appropriate;

(4) A time limit, reasonable in the
light of the circumstances, for comple-
tion of the operations; and

(5) Such other conditions as are nec-
essary to maintain adequate super-
vision and control over the article.

(b) Upon receipt of a written request
for extension of time to complete such
operations, containing reasonable
grounds therefor, the division director
may grant such additional time as he
or she deems necessary.

(c) An authorization may be amended
upon a showing of reasonable grounds
therefor and the filing of an amended
application for authorization with the
division director.

(d) If ownership of an article covered
by an authorization changes before the
operations specified in the authoriza-
tion have been completed, the original
owner will be held responsible, unless
the new owner has executed a bond
with U.S. Customs and Border Protec-
tion and obtained a new authorization
from the Food and Drug Administra-
tion division director. Any authoriza-
tion granted under this section shall
supersede and nullify any previously
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