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§ 1.406

under this subpart. The presiding officer must prepare a written report of
the hearing. All written material presented at the hearing will be attached
to the report. The presiding officer
must include as part of the report of
the hearing a finding on the credibility
of witnesses (other than expert witnesses) whenever credibility is a material issue, and must include a proposed
decision, with a statement of reasons.
The hearing participant may review
and comment on the presiding officer’s
report within 4 hours of issuance of the
report. The presiding officer will then
issue the final agency decision.
(i) Section 16.80(a)(4) of this chapter
does not apply to a regulatory hearing
under this subpart. The presiding officer’s report of the hearing and any
comments on the report by the hearing
participant under § 1.403(h) are part of
the administrative record.
(j) No party shall have the right,
under § 16.119 of this chapter to petition
the Commissioner of Food and Drugs
for reconsideration or a stay of the presiding officer’s final agency decision.
(k) If FDA grants a request for an informal hearing on an appeal of a detention order, the hearing must be conducted as a regulatory hearing pursuant to regulation in accordance with
part 16 of this chapter, except that
§ 16.95(b) does not apply to a hearing
under this subpart. With respect to a
regulatory hearing under this subpart,
the administrative record of the hearing specified in §§ 16.80(a)(1), (a)(2),
(a)(3), and (a)(5), and 1.403(i) constitutes
the exclusive record for the presiding
officer’s final decision on an administrative detention. For purposes of judicial review under § 10.45 of this chapter,
the record of the administrative proceeding consists of the record of the
hearing and the presiding officer’s final
decision.

§ 1.405 When does FDA have to issue a
decision on an appeal?
(a) The presiding officer must issue a
written report that includes a proposed
decision confirming or revoking the detention by noon on the fifth calendar
day after the appeal is filed; after your
4 hour opportunity for submitting comments under § 1.403(h), the presiding officer must issue a final decision within
the 5-calendar day period after the appeal is filed. If FDA either fails to provide you with an opportunity to request an informal hearing, or fails to
confirm or terminate the detention
order within the 5-calendar day period,
the detention order is deemed terminated.
(b) If you appeal the detention order,
but do not request an informal hearing,
the presiding officer must issue a decision on the appeal confirming or revoking the detention within 5 calendar
days after the date the appeal is filed.
If the presiding officer fails to confirm
or terminate the detention order during such 5-calendar day period, the detention order is deemed terminated.
(c) If you appeal the detention order
and request an informal hearing and
your hearing request is denied, the presiding officer must issue a decision on
the appeal confirming or revoking the
detention within 5 calendar days after
the date the appeal is filed. If the presiding officer fails to confirm or terminate the detention order during such 5calendar day period, the detention
order is deemed terminated.
(d) If the presiding officer confirms a
detention order, the article of food continues to be detained until we terminate the detention under § 1.384 or the
detention period expires under § 1.379,
whichever occurs first.
(e) If the presiding officer terminates
a detention order, or the detention period expires, FDA must terminate the
detention order as specified under
§ 1.384.
(f) Confirmation of a detention order
by the presiding officer is considered a
final agency action for purposes of 5
U.S.C. 702.

§ 1.404 Who serves as the presiding officer for an appeal, and for an informal hearing?
The presiding officer for an appeal,
and for an informal hearing, must be
an FDA Regional Food and Drug Director or another FDA official senior to
an FDA District Director.

§ 1.406 How will FDA handle classified
information in an informal hearing?
Where the credible evidence or information supporting the detention order
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is classified under the applicable Executive order as requiring protection
from unauthorized disclosure in the interest of national security (‘‘classified
information’’), FDA will not provide
you with this information. The presiding officer will give you notice of
the general nature of the information
and an opportunity to offer opposing
evidence or information, if he or she
may do so consistently with safeguarding the information and its
source. If classified information was
used to support the detention, then any
confirmation of such detention will
state whether it is based in whole or in
part on that classified information.

Subpart A—General Provisions
§ 2.5 Imminent hazard to the public
health.
(a) Within the meaning of the Federal Food, Drug, and Cosmetic Act an
imminent hazard to the public health
is considered to exist when the evidence is sufficient to show that a product or practice, posing a significant
threat of danger to health, creates a
public health situation (1) that should
be corrected immediately to prevent
injury and (2) that should not be permitted to continue while a hearing or
other formal proceeding is being held.
The imminent hazard may be declared
at any point in the chain of events
which may ultimately result in harm
to the public health. The occurrence of
the final anticipated injury is not essential to establish that an imminent
hazard of such occurrence exists.
(b) In exercising his judgment on
whether an imminent hazard exists, the
Commissioner will consider the number of injuries anticipated and the nature, severity, and duration of the anticipated injury.

PART 2—GENERAL ADMINISTRATIVE
RULINGS AND DECISIONS
Subpart A—General Provisions
Sec.
2.5 Imminent hazard to the public health.
2.10 Examination and investigation samples.
2.19 Methods of analysis.

Subpart B—Human and Animal Foods

§ 2.10 Examination and investigation
samples.
(a)(1) When any officer or employee
of the Department collects a sample of
a food, drug, or cosmetic for analysis
under the act, the sample shall be designated as an official sample if records
or other evidence is obtained by him or
any other officer or employee of the
Department indicating that the shipment or other lot of the article from
which such sample was collected was
introduced or delivered for introduction into interstate commerce, or was
in or was received in interstate commerce, or was manufactured within a
Territory. Only samples so designated
by an officer or employee of the Department shall be considered to be official samples.
(2) For the purpose of determining
whether or not a sample is collected for
analysis, the term analysis includes examinations and tests.
(3) The owner of a food, drug, or cosmetic of which an official sample is
collected is the person who owns the
shipment or other lot of the article
from which the sample is collected.

2.25

Grain seed treated with poisonous substances; color identification to prevent
adulteration of human and animal food.
2.35 Use of secondhand containers for the
shipment or storage of food and animal
feed.

Subparts C–E [Reserved]
Subpart F—Caustic Poisons
2.110 Definition of ammonia under Federal
Caustic Poison Act.

Subpart G—Provisions Applicable to Specific Products Subject to the Federal
Food, Drug, and Cosmetic Act
2.125 Use of ozone-depleting substances in
foods, drugs, devices, or cosmetics.
AUTHORITY: 15 U.S.C. 402, 409; 21 U.S.C. 321,
331, 335, 342, 343, 346a, 348, 351, 352, 355, 360b,
361, 362, 371, 372, 374; 42 U.S.C. 7671 et seq.
SOURCE: 42 FR 15559, Mar. 22, 1977, unless
otherwise noted.
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