Food and Drug Administration, HHS

type and quantity of shellfish, and by
whom they were harvested (i.e., the
identification number assigned to the
harvester by the shellfish control au-
thority, where applicable or, if such
identification numbers are not as-
signed, the name of the harvester or
the name or registration number of the
harvester’s vessel). In place of the tag,
bulk shellstock shipments may be ac-
companied by a bill of lading or similar
shipping document that contains the
same information.

(¢) Al containers of shucked
molluscan shellfish shall bear a label
that identifies the name, address, and
certification number of the packer or
repacker of the molluscan shellfish.

(d) Any molluscan shellfish without
such a tag, shipping document, or
label, or with a tag, shipping docu-
ment, or label that does not bear all
the information required by paragraphs
(b) and (c) of this section, shall be sub-
ject to seizure or refusal of entry, and
destruction.

[40 FR 5620, Feb. 6, 1975, as amended at 60 FR
65202, Dec. 18, 1995]

§1240.61 Mandatory pasteurization for
all milk and milk products in final
package form intended for direct
human consumption.

(a) No person shall cause to be deliv-
ered into interstate commerce or shall
sell, otherwise distribute, or hold for
sale or other distribution after ship-
ment in interstate commerce any milk
or milk product in final package form
for direct human consumption unless
the product has been pasteurized or is
made from dairy ingredients (milk or
milk products) that have all been pas-
teurized, except where alternative pro-
cedures to pasteurization are provided
for by regulation, such as in part 133 of
this chapter for curing of certain
cheese varieties.

(b) Except as provided in paragraphs
(c) and (d) of this section, the terms
‘‘pasteurization,” ‘‘pasteurized,” and
similar terms shall mean the process of
heating every particle of milk and
milk product in properly designed and
operated equipment to one of the tem-
peratures given in the following table
and held continuously at or above that
temperature for at least the cor-
responding specified time:

§1240.62
Temperature Time
145 °F (63 °C)1 30 minutes.
161 °F (72 °C)1 ... 15 seconds.
191 °F (89 °C) 1 second.

11f the fat content of the milk product is 10 percent or more,
or if it contains added sweeteners, the specified temperature
shall be increased by 5 °F (3 °C).

Temperature Time
194 °F (90 °C) 0.5 second.
201 °F (94 °C) . 0.1 second.
204 °F (96 °C) . 0.05 second.
212 °F (100 °C) 0.01 second.

(c) Eggnog shall be heated to at least
the following temperature and time
specification:

Temperature Time
155 °F (69 °C) 30 minutes.
175 °F (80 °C) . 25 seconds.
180 °F (83 °C) 15 seconds.

(d) Neither paragraph (b) nor (c) of
this section shall be construed as bar-
ring any other pasteurization process
that has been recognized by the Food
and Drug Administration to be equally
efficient in the destruction of micro-
bial organisms of public health signifi-
cance.

[52 FR 29514, Aug. 10, 1987, as amended at 57
FR 57344, Dec. 4, 1992]

§1240.62 Turtles intrastate and inter-
state requirements.

(a) Definition. As used in this section
the term ‘“‘turtles” includes all animals
commonly known as turtles, tortoises,
terrapins, and all other animals of the
order Testudinata, class Reptilia, ex-
cept marine species (families
Dermachelidae and Chelonidae).

(b) Sales; general prohibition. Except
as otherwise provided in this section,
viable turtle eggs and live turtles with
a carapace length of less than 4 inches
shall not be sold, held for sale, or of-
fered for any other type of commercial
or public distribution.

(c) Destruction of turtles or turtle eggs;
criminal penalties. (1) Any viable turtle
eggs or live turtles with a carapace
length of less than 4 inches which are
held for sale or offered for any other
type of commercial or public distribu-
tion shall be subject to destruction in a
humane manner by or under the super-
vision of an officer or employee of the
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Food and Drug Administration in ac-
cordance with the following proce-
dures:

(i) Any District Office of the Food
and Drug Administration, upon detect-
ing viable turtle eggs or live turtles
with a carapace length of less than 4
inches which are held for sale or of-
fered for any other type of commercial
or public distribution, shall serve upon
the person in whose possession such
turtles or turtle eggs are found a writ-
ten demand that such turtles or turtle
eggs be destroyed in a humane manner
under the supervision of said District
Office, within 10 working days from the
date of promulgation of the demand.
The demand shall recite with particu-
larity the facts which justify the de-
mand. After service of the demand, the
person in possession of the turtles or
turtle eggs shall not sell, distribute, or
otherwise dispose of any of the turtles
or turtle eggs except to destroy them
under the supervision of the District
Office, unless and until the Director of
the Center for Veterinary Medicine
withdraws the demand for destruction
after an appeal pursuant to paragraph
(c)(1)(ii) of this section.

(ii) The person on whom the demand
for destruction is served may either
comply with the demand or, within 10
working days from the date of its pro-
mulgation, appeal the demand for de-
struction to the Director of the Center
for Veterinary Medicine, Food and
Drug Administration, 7519 Standish
Pl., Rockville, MD 20855. The demand
for destruction may also be appealed
within the same period of 10 working
days by any other person having a pe-
cuniary interest in such turtles or tur-
tle eggs. In the event of such an appeal,
the Center Director shall provide an
opportunity for hearing by written no-
tice to the appellant(s) specifying a
time and place for the hearing, to be
held within 14 days from the date of
the notice but not within less than 7
days unless by agreement with the ap-
pellant(s).

(iii) Appearance by any appellant at
the hearing may be by mail or in per-
son, with or without counsel. The hear-
ing shall be conducted by the Center
Director or his designee, and a written
summary of the proceedings shall be
prepared by the person presiding. Any
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appellant shall have the right to hear
and to question the evidence on which
the demand for destruction is based, in-
cluding the right to cross-examine wit-
nesses, and he may present oral or
written evidence in response to the de-
mand.

(iv) If, based on the evidence pre-
sented at the hearing, the Center Di-
rector finds that the turtles or turtle
eggs were held for sale or offered for
any other type of commercial or public
distribution in violation of this sec-
tion, he shall affirm the demand that
they be destroyed under the super-
vision of an officer or employee of the
Food and Drug Administration; other-
wise, the Center Director shall issue a
written notice that the prior demand
by the District Office is withdrawn. If
the Center Director affirms the demand
for destruction he shall order that the
destruction be accomplished in a hu-
mane manner within 10 working days
from the date of the promulgation of
his decision. The Center Director’s de-
cision shall be accompanied by a state-
ment of the reasons for the decision.
The decision of the Center Director
shall constitute final agency action, re-
viewable in the courts.

(v) If there is no appeal to the Direc-
tor of the Center for Veterinary Medi-
cine from the demand by the Food and
Drug Administration District Office
and the person in possession of the tur-
tles or turtle eggs fails to destroy them
within 10 working days, or if the de-
mand is affirmed by the Director of the
Center for Veterinary Medicine after
an appeal and the person in possession
of the turtles or turtle eggs fails to de-
stroy them within 10 working days, the
District Office shall designate an offi-
cer or employee to destroy the turtles
or turtle eggs. It shall be unlawful to
prevent or to attempt to prevent such
destruction of turtles or turtle eggs by
the officer or employee designated by
the District Office. Such destruction
will be stayed if so ordered by a court
pursuant to an action for review in the
courts as provided in paragraph
(c)(1)(iv) of this section.

(2) Any person who violates any pro-
vision of this section, including but not
limited to any person who sells, offers
for sale, or offers for any other type of
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commercial or public distribution via-
ble turtle eggs or live turtles with a
carapace length of less than 4 inches,
or who refuses to comply with a valid
final demand for destruction of turtles
or turtle eggs (either an unappealed de-
mand by an FDA District Office or a
demand which has been affirmed by the
Director of the Center for Veterinary
Medicine pursuant to appeal), or who
fails to comply with the requirement in
such a demand that the manner of de-
struction be humane, shall be subject
to a fine of not more than $1,000 or im-
prisonment for not more than 1 year,
or both, for each violation, in accord-
ance with section 368 of the Public
Health Service Act (42 U.S.C. 271).

(d) Exceptions. The provisions of this
section are not applicable to:

(1) The sale, holding for sale, and dis-
tribution of live turtles and viable tur-
tle eggs for bona fide scientific, edu-
cational, or exhibitional purposes,
other than use as pets.

(2) The sale, holding for sale, and dis-
tribution of live turtles and viable tur-
tle eggs not in connection with a busi-
ness.

(3) The sale, holding for sale, and dis-
tribution of live turtles and viable tur-
tle eggs intended for export only, pro-
vided that the outside of the shipping
package is conspicuously labeled “‘For
Export Only.”’

(4) Marine turtles excluded from this
regulation under the provisions of
paragraph (a) of this section and eggs
of such turtles.

(e) Petitions. The Commissioner of
Food and Drugs, either on his own ini-
tiative or on behalf of any interested
person who has submitted a petition,
may publish a proposal to amend this
regulation. Any such petition shall in-
clude an adequate factual basis to sup-
port the petition, and will be published
for comment if it contains reasonable
grounds for the proposed regulation. A
petition requesting such a regulation,
which would amend this regulation,
shall be submitted to the Division of
Dockets Management, Food and Drug
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Administration, 5630 Fishers Lane, rm.
1061, Rockuville, MD 20852.

[40 FR 22545, May 23, 1975, as amended at 46
FR 8461, Jan. 27, 1981; 48 FR 11431, Mar. 18,
1983; 54 FR 24900, June 12, 1989; 59 FR 14366,
Mar. 28, 1994; 66 FR 56035, Nov. 6, 2001; 70 FR
48073, Aug. 18, 2005]

§1240.63 African rodents and other
animals that may carry the
monkeypox virus.

(a) What Actions Are Prohibited? What
Animals Are Affected? (1) Except as pro-
vided in paragraph (a)(2) of this sec-
tion,

(i) You must not capture, offer to
capture, transport, offer to transport,
sell, barter, or exchange, offer to sell,
barter, or exchange, distribute, offer to
distribute, or release into the environ-
ment, any of the following animals,
whether dead or alive:

(A) Prairie dogs (Cynomys sp.),

(B) African Tree squirrels
(Helioscirurus sp.),

(C) Rope squirrels (Funisciurus sp.),

(D) African Dormice (Graphiurus sp.),

(E) Gambian giant pouched rats
(Cricetomys sp.),
(F) Brush-tailed porcupines

(Atherurus sp.),

(G) Striped mice (Hybomys sp.), or

(H) Any other animal so prohibited
by order of the Commissioner of Food
and Drugs because of that animal’s po-
tential to transmit the monkeypox
virus; and

(ii) You must not prevent, or attempt
to prevent, the Food and Drug Admin-
istration (FDA) from causing an ani-
mal to be quarantined or destroyed
under a written order for the animal’s
quarantine or destruction.

(2) The prohibitions in paragraph
(a)(1) of this section do not apply if
you:

(i) Transport an animal listed in
paragraph (a)(1) of this section, or cov-
ered by an order by the Commissioner
of Food and Drugs, to veterinarians or
animal control officials for veterinary
care, quarantine, or destruction pur-
poses; or

(if) Have written permission from
FDA to capture, offer to capture,
transport, offer to transport, sell, bar-
ter, or exchange, offer to sell, barter,
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