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Date: March 28. 2003

Dockets Management Branch (HFA-303)
Food and Drug Adminisgation

L£L£2MN TEabhans ) e
5630 Fishers Lave. Room 1061

Rockville, Maryland 20852
To Whom Jt May Concern:

We are submitting comments in regards to the Bioterrorism Act (Public Health Security and
Bioterrorism Preparedness and Response Act of 2002), which includes a number of provisions
that will affect the import industry. Although we understand the importance of ensuring the
safety of our food supply, we are very concerned about the implementation and enforcement of
these regulations. W2 have listed the Section followed by our concerns and comments.

See 303, Administative Detantion .
Allows an officer or qualified employee of the Food and Drug 5

Administration to ordar the datantion, in accordanco with the subsection, of

any article of food that is found during an inspection, examination, or

investigation under this Act conductad by such officer or qualified employee,

if the officur or quatified employee has credible evidence or information that

such article presents a threat of serious adverss hicalth consequences or death

to human or animala.

Concern; What is considered a qualified employee of the USFDA? Does this include a clerk
who does data entry or a sectetary that answers telephone calls? This section should be
amnended to specifically state that only a compliance officer or inspector of the Food and Drug
Administration may order the detenttion...

Sec 303. Administeative Detentlon

Also allows an article of food to be detained undar paragraph (1) fora
reasonable period, not to exceed 20 days, ualess s greatsr peried, not 10
execed 30 days, Is necessary, to nable the Secrotary to instirate an action
wnder subssction (a) or section 302.

Concern: The specitying of 20 days, as an upper limit, is not what most would considet &
reasonable time frame to institute an action. In addition, from when does the period of
detention begin? The period of detention should begin once prior notice (as stated in Sec 307)
is filed for the article of food. In addition, the article of fo0d should only be detained for 72
hours so that the Secretary is enabled to institute and action. '
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Sec 305, Registration of Food Facilities

Mandates that a)] fucilities that sngage in the manufacnuring,
pracessing, packing, or holding of food for the consumption in ths United
States be registered with the Sccretary. To be rogistered~
**(A) for u domestic faclilty, the owner, operator, or agent in charge of the
facility shall submit a registration 5o the Secrotary; and
**(B) for & lorelgn facility, the owner, operttor, o ageat tn charge of the
facllity shall sgbrmit a registration to the Sectetary and shall Inchede with the
registration the nome of the United States swent for the Reility.

Concern: Thiy section clearly states that for a foreign facility, a United States agent must be
designated. The United States agent so designated must be a permancnt resident or citizen of
the United States. Both foreign exporters and US importers are therefore at substantial risk if
the Gesignated Uniled States agent for the foreigm faeility fails to fulfill its obligations to that
foreign {acility. Both will lose control if they are compellad to have communications with
FDA channelad through a United States agent. A foreign facility must be able to submit a
rogistration to the Secretary without designating a United States agent.

Sec 305, Registration of Food Fusilities 3
Statas that the Scevcrary shall compile and maintain aa up-to-date list of

facilities that are registered nnder this section. Such lst and any reglstration

docurnents submitted pursuant to this subsection shall not be subject to

disclosure under section 552 of dte 5, United States Code. Information

derived from such Hist or reglatration docutoents shall not be subject

diselosure under section 552 of title &, Unlred States Code, to the extent that

it giscloxes the identity or location of a specific registered persop.

Concem: This section does 1ot mske sense since it prohibits a domestic or foreign facility from
verifying whether proper registration has been completed for cach facility that canufactures,
processes, packs, or holds food for consumption in the United States. Therefore, the facility
cannot acquire verification thet all foreign entities in the supply chain previgus to the facility
have properly registered before the facility possesses the article of food.
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Sec 307. Prior Notice of imported Food Shipments
. States requires that a notice under such peragraph be provided by a

specifiod perlod of tme In advance of the time of the bmporiation of the

articie of food involtved ar the offering of the food for Import, which period
shall be no less than the minfmum amount of time asosssary for the
Secrciary 1o recaive, review, asud sppropriarely respond to such aotiffcation,
but may not exceed five days.

Comcern: Since prior notification mnst be given and the notification requires certain
information, including Customs entry number, the importer must pre-file theic entry with US
Customs. However, US Customs also has a regulation that does not allow an importer to file
entry more than five days before arrivel. This effectively reduces the window accorded an
importer to submit prior notice of iraported food. With the port situation, it is becoming harder
to pinpoint arrival information for shipments, Sometimes the freight company does not provide
arrival information on shipments until it has arrived at the border. The regulation goveming
Prior Notice of Imported Foad Shipmonts is aiso a redundancy of the currcat OASIS system
that is already in place and working. The custom broker of the importer of record already
provides a list of information to the US FDA. To have the iroporter provide the qame
information in the Prior Notice of Imported Foox Shipments would be a redundancy. In
addition severa! fields of information is not known to the importer, such as the US FDA
procuct code of each item. Therefore, the Prior Notice of Imported Foods shipments serves no
nead and should not be implemented.

Sec 307. Prior Notioe of Imported Food Shipments

In the avent that other information in the prior notice must be changed, o
amerdment or updaic is permlitted. The submitter muat cancel the inivial
prier notice and submnit a new vos. Tn addition, If an amendment Is needed,
FDA Is proposing to Hmit the informartion that may be amended in a prior
notice to the product identification information required in proposed Sec.
1.288(2)1).

Concem: Under the proposed US FDA regulation, & prior notification filing cannot be amended
if an errar was made in the filing. The filing must be discarded and a new prior notification is
submirted, This will be an enormous drain of resources for both the importer and the US FDA
because each filing will take 0.5 to 1 hour 1o complete for each article of food. In addition, if
the clerical ervor is not discovered before noon of the day prior to arrival, the shipmetit-will be
tefused,
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Sec 307. Prior Notice of Imported Food Shipments

FDA rccognizes that food may be shipped ln the same contaimer or track
with nos-food itoms, Since articles that are not fond ate not subject to this
proposed rule, when mixed of consolidated imported felghr containe
articles of food that must be held at the port of entry or moved to ¢ secure
facility, those articles that have besn refused must be dsalt with before the
rest of the shipment proceeds.

Concern: This proposed regulation appears to place undue burden on importers who oftea use
mix or consolidated imported freight to import their goods. If one importer does not propetly
file a prior notice of imported food shipments, then the other importers must wait for the
offending importer to deal with the prior notice of imported food shipments before the
consolidated or mixed imported freight shipment can proceed. Importers can face substantial
detays awalting clearance of products.

We, as members of the international trade conununity, are very concerned about the current
situation with importation as well as the future implementation of the Bioterrotlam Act and
subsequent regulations. As it stands, the international eade has been severely hindered and
slowed by the increase in the number of inspections and regulations. With the likelihood that
there will be an increase in regulations, procedures, and filings under the implementation of the
Bioterrorism Act, the length of time to receive imported merchandise as well as the cost of
imponaton will only increase, By adding another federal agency that will institute its own sets
of Bioterrorism regulations, this will only cause reduncancy that Is not needed since US
Customs and the USTDIA have already increased inspections et our border in regasds to »
Biclerrorism. We see this as extraneous sccutity that will not eid in the fight against
Bioterrerism and a waste of human and financial resources.
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