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and accurate, it will notify the re-
quester, the transmitter, and CBP that 
the food is no longer subject to refusal 
under section 801(m)(1) of the act. 

(e) International mail. If an article of 
food arrives by international mail with 
inadequate prior notice or the PN con-
firmation number is not affixed as re-
quired, the parcel will be held by CBP 
for 72 hours for FDA inspection and 
disposition. If FDA refuses the article 
under section 801(m)(1) of the act and 
there is a return address, the parcel 
may be returned to sender marked ‘‘No 
Prior Notice—FDA Refused.’’ If the ar-
ticle is refused and there is no return 
address or FDA determines that the ar-
ticle of food in the parcel appears to 
present a hazard, FDA may dispose of 
or destroy the parcel at its expense. If 
FDA does not respond within 72 hours 
of the CBP hold, CBP may return the 
parcel to the sender or, if there is no 
return address, destroy the parcel, at 
FDA expense. 

(f) Prohibitions on delivery and trans-
fer. (1) Notwithstanding section 801(b) 
of the act, an article of food refused 
under section 801(m)(1) of the act may 
not be delivered to the importer, 
owner, or ultimate consignee until 
prior notice is submitted to FDA in ac-
cordance with this subpart, FDA has 
examined the prior notice, FDA has de-
termined that the prior notice is ade-
quate, and FDA has notified CBP and 
the transmitter that the article of food 
is no longer refused admission under 
section 801(m)(1) of the act. 

(2) During the time an article of food 
that has been refused under section 
801(m)(1) of the act is held, the article 
may not be transferred by any person 
from the port or other designated se-
cure facility until prior notice is sub-
mitted to FDA in accordance with this 
subpart, FDA has examined the prior 
notice, FDA has determined that the 
prior notice is adequate, and FDA has 
notified CBP and the transmitter that 
the article of food no longer is refused 
admission under section 801(m)(1) of 
the act. After this notification by FDA 
to CBP and transmitter, entry may be 
made in accordance with law and regu-
lation. 

(g) Relationship to other admissibility 
decisions. A determination that an arti-
cle of food is no longer refused under 

section 801(m)(1) of the act is different 
than, and may come before, determina-
tions of admissibility under other pro-
visions of the act or other U.S. laws. A 
determination that an article of food is 
no longer refused under section 
801(m)(1) of the act does not mean that 
it will be granted admission under 
other provisions of the act or other 
U.S. laws. 

§ 1.284 What are the other con-
sequences of failing to submit ade-
quate prior notice or otherwise fail-
ing to comply with this subpart? 

(a) The importing or offering for im-
port into the United States of an arti-
cle of food in violation of the require-
ments of section 801(m) of the act, in-
cluding the requirements of this sub-
part, is a prohibited act under section 
301(ee) of the act (21 U.S.C. 331(ee)). 

(b) Section 301 of the act prohibits 
the doing of certain acts or causing 
such acts to be done. 

(1) Under section 302 of the act (21 
U.S.C. 332), the United States can bring 
a civil action in Federal court to en-
join persons who commit a prohibited 
act. 

(2) Under sections 301 and 303 of the 
act (21 U.S.C. 331 and 333), the United 
States can bring a criminal action in 
Federal court to prosecute persons who 
are responsible for the commission of a 
prohibited act. 

(c) Under section 306 of the act (21 
U.S.C. 335a), FDA can seek debarment 
of any person who has been convicted 
of a felony relating to importation of 
food into the United States or any per-
son who has engaged in a pattern of 
importing or offering for import adul-
terated food that presents a threat of 
serious adverse health consequences or 
death to humans or animals. 

§ 1.285 What happens to food that is 
imported or offered for import from 
unregistered facilities that are re-
quired to register under subpart H 
of this part? 

(a) Consequences. If an article of food 
from a foreign facility that is not reg-
istered as required under section 415 of 
the act (21 U.S.C. 350d) and subpart H of 
this part is imported or offered for im-
port into the United States, the food is 
subject to being held under section 
801(l) of the act (21 U.S.C. 381(l)). 
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