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1. Introduction

i The World Shipping Council (“the Council” or “we”) s
the Notice of Proposed Rulemaking (NPRM) published in the |
Administration (FDA) on February 3, 2003. The NPRM propos
the Public Health Security and Bioterrorism Preparedness and
Act” or “the Act”), which requires that prior notification of ce
FDA.

licy issues o finterest and i mportance to the international 11

transportation and logistics services. T hey carry more than 9

€X

The Council, a non-profit association of over forty intern

ubmits these comments in response to
“ederal Register by the Food and Drug
es regulations to implement Title II of
Response Act of 2002 (“Bioterrorism
rtain imported food be provided to the

ational ocean carriers, addresses public
ner s hipping industry. The Council’s
from large global operators to trade-
car carrier and other international
0% o f the United S tates’ i mports and

ports transported by the international liner shipping industry, or roughly $500 billion worth of

America’s foreign commerce each year. This includes food imports regulated by FDA as well as by

- the U.S. Department of Agriculture and the Animal and Plant H
- under the new Department of Homeland Security.

ealth Inspection Service (APHIS), now

The NPRM would require that U.S. importers or their agents provide the prior notification to

FDA for food “imported or offered for import into the United States.” The Council cannot comment on

the various impacts that the Proposed Rule would have on U.S|

food importers, but we are concerned

that, if importers cannot reasonably comply with the new rules, ocean carriers, marine terminal

erators, and U.S. ports could become congested with cargo

op

compliance issues. We strongly encourage the FDA to assure its

new rules. We do believe, however, that, to the extent that the

detailed food product information, the food importer, not the tra

party to provide such information.

that is being held by FDA because of
elf that this would not be a result of its
government requires advance filing of
nsportation provider, is the appropriate

However, the Proposed Rule also includes prior reporting requirements for food products that

are only being unloaded in a U.S. port for the purpose of being relayed at that port onto a different
vessel for transit to a foreign country, and for food products moving in-bond through the United States

for
reporting of such “transit” cargo on the “arriving carrier or, if kn.

' The NPRM states: “[P]rior notice is required for all food “being imported o

Accordingly, prior notice requirements apply to all food that is brought across

Jood 1s intended for consumption in the United States. In other words, FDA b
United States to be put into foreign trade zones, or for the transshipment or re
offered for import” and thus must comply with the prior notice requirements.’
also 68 Fed. Reg. 5432 and 5460.

export to and consumption in another country." The NPRM proposes to place the burden for this

own, the in-bond carrier.”

1 offered for import into the United States”.
the U.S. border .. regardless of whether the
clieves that food that is brought into the
export immediate or otherwise, is “imported or
| 68 Fed. Reg. 5430 (emphasis added). See




" information on such shipments provided 24 hours before the d

The Council wishes to express its very strong opposit
requirements to such “transit” cargo. Our comments are focuseq

First, we believe that the inclusion of such cargo goes 4
and does nothing to promote the goals of the Act, which is to
there is already in place, through the Customs Service’s 4

ion to the application of the proposed
on that aspect of the NPRM.

eyond what was intended by Congress
protect U.S. food consumers. Second,
Automated Manifest System, advance
argo is even loaded on the vessel in a

foreign port, and this process should be adequate to meet any advance screening needs for food product

cargo that is not being shipped for consumption in the United States.

Third, compliance with the

Proposed Rule by ocean carriers for such cargo would be completely and totally unworkable because

they do not possess, nor do they have access to, the inform

ation required by the Proposed Rule.

Finally, the Proposed Rule would seriously disrupt internationgl commerce of food products between

I

. Regulations Implementing the Act Should Not Cover Fo

foreign countries and seriously impair the use of U.S. ports for the relay and transshipment of such

od Products That Are Neither Being

Delivered to U.S. Importers Nor Are Destined For U.S. Co

nsumers Because Such Coverage is

Bevond the Intent of the A

ct

su
an

“tc
co

ensure that consumers in the United States do not eat food
nsumers in the United States from food imports that may be at

or
an

pu

importer of an article of food which resides or maintains a pl
agent who resides or maintains a place of business in the

rchaser or importer” shall provide this prior notice for all food

Title IIT of the Bioterrorism Act was enacted to protect U.S. consumers and the U.S. food
bply from terrorist threats. This intent is clear from the nature of the statutory provisions themselves
d also from the statements made by members of Congress
Similarly, the NPRM states that the law is intended “to enhance

in connection with passing the Act.
the security of the U.S. food supply’™,
that is contaminated™, and “to protect

risk” 4

Consistent with this intent, the Proposed Rule would appropriately require that “the purchaser

ace of business in the United States, or
United States acting on behalf of the
“being imported or offered for import

into the United States.” The Council agrees that the U.S. importer or its agent/broker is the appropriate

party to provide this kind o f advance information because it i
knowledge of that information.’

The Proposed Rule also, however, requires advance noti

intp the United States temporarily, to be put into foreign trad

? 68 Fed. Reg. 5428 (emphasis added).
’ 68 Fed. Reg. 5429 (emphasis added).
* 68 Fed. Reg. 5433 (emphasis added).
* We note that Congress has consistently stated that the policy, when the gove
scrg

s the party most likely to have direct

ce to be given for food that is brought
e zones, transshipped, or re-exported.

mment acquires cargo information for security

ening purposes, should be as follows: “In general, the requirement to proyide particular information shall be imposed

on the party most likely to have direct knowledge of that information.” Section 343(a)(3)(B) of the Trade Act of 2002, 19
U.S.C. 2071(a)(3XB). The importer is the appropriate party to provide the kind of detailed cargo information described in

the

Proposed Rule, and this approach is an appropriate implementation of the

tated Congressional policy.
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The Proposed Rule places responsibility for reporting this tran
known, the in-bond carrier.” T hereis no legislative history d
| caver such cargo, which is not being transported for the purpd
ever reaching U.S. consumers.
Congress intended that European food shipments to Latin Am|

We do not believe there is

is kind of information with the FDA because the container c
ip to another ship in a U.S. port. Furthermore, there is no exp
e Act -- protection of the U.S. food supply and U.S. consumer
od products that are merely transiting through the U.S. to th
nsumed here. With respect to such cargo, it would appear th
sure that the cargo exits the U.S. as promised. In this respeq
rvice’s information filing and bonding system provides suffici
at these shipments are, in fact, sent back out of the United Stat

I1. Existing Government Regsulations Adequately Address

sit cargo on the “arriving carrier or, if
emonstrating that the A ct intended to
se of entering the U.S. food supply or
any legislative history indicating that
erica, for example, should have to file
arrying the food was relayed from one
lanation or evidence that the purpose of
5-- requires receiving information about
eir foreign destination and will not be
at the FDA’s only interest should be to
tt, we believe that the current Customs
ent safeguard to assure the government

es.

the Issue of Food Shipments Being

‘ransported from One Foreign Country to Another Foreigh Country that Transit Through the

ca
ca

screen c argo for s ecurity purposes. C ustoms can hold any ¢
Istoms also makes this cargo information available through|
Similarly, the U.S. government can hold any cargo at the U.S.
Ar

for

Cu

shyj

de
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the

by

Proposed Rule discuss why the FDA could not obtain the AMS
used by APHIS.

U.S. or Are Relaved onto Ships at

U.S. Ports

Ocean carriers today provide advance information to th

rgo is loaded aboard a ship at a foreign port. This informati

its own screening process. Customs can make this same info

We believe this existing AMS system should be fully a
pments for a number of reasons. First, the AMS system prov

on the day before vessel arrival, as proposed in the NPRM.

country. There is no apparent or articulated reason why this
Customs and o ther government a gencies) w ould b e i nadeq

°Tt
fore
Alpha Code, 3) the carrier-assigned voyage number, 4) the date the vessel is s
nun

the
the

whe
number affixed to the container. See 19 C.F.R. 4.7a(c)(4).

ign port are: 1) the last foreign port before the vessel departs for the U.S.,

consignee or ownet’s representative, 10) the vessel name, country of origi
re the cargo was laden on board, 12) hazardous material code, if applicabl

t the food to ensure that it is safe for U.S. consumption, it onl

ne fourteen data elements provided to Customs 24 hours before containeriz|

e Customs Service for all U.S.-bound

n® is used by the Customs Service to
go at the foreign p ort for inspection.
AMS to other government agencies.
port of discharge for inspection. The

rgo, including transit cargo, through the Automated Manifejf System (AMS) 24 hours before that

limal and Plant Health Inspection Service (APHIS) receives this information directly from Customs

rmation available to FDA.

dequate to monitor any in transit food
ides the government the advance cargo

claration information 24 hours before the cargo is loaded in a foreign port, which is much earlier than

Second, because FDA has no need to
y needs to ensure that the cargo leaves
AMS information (already relied upon
nate to accomplish this. Nor does the
information in a manner similar to that

ed cargo is loaded aboard the vessel in a
2) the carmer’s unique Standard Carrier
cheduled to arrive the first U.S. port, 5) the

hbers and quantities from the ocean carrier’s bill of lading. 6) the first foreign port where the carrier takes possession of
cargo, 7) a description of the cargo, 8) the shipper’s complete name and aciFress, 9) the complete name and address of

and official number, 11) the foreign port
e, 13) container number, and 14) the seal
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ground at the marine terminal for a period of time and could

ansportation for Exportation (“T&E”) bonds. Cargo mov

Moreover, as noted in the Proposed Rule, once off loaded at a U.S. marine terminal, transit
rgo moves under Customs bonds to other countries — [Immediate Export (“IE”) bonds and

ng under either bond remains on the

be inspected by the FDA if there is a

reason to do so. IE shipments remain in the secure marine terminal and are reloaded aboard another
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nveyance but leaves the bond open until the export actually ta
ul the in-bond cargo). In this case, Customs closes the T&E bq
pof of export for both bonds is entered in AMS and can be accgssed by the FDA.

mificantly enhance cargo security. For example, the Propose

e ship to another ship are not going to leave the port of entry a

ited States. As the NPRM notes, one of the objectives of t

a?’nple, the Immigration and Naturalization Service (INS) was

A similar process exists for a T&E bond. The ocean car

cker or railroad that has been investigated and bonded by Cu

Furthermore, the NPRM’s proposed information filing re

mported or offered for import with no prior notice or inadeq
d at the port of entry....”” Food cargo shipments that are sin

In short, the FDA, in cooperation with Customs, can alre
ormation for transit food cargo, can track transit food cargo,

h U.S. Customs and other agencies to avoid duplication of n
se proposed rules to transit cargo, that is not being received |
U.S. consumers, would be an unjustified duplication of a ¢
zady operates.

at, however, should not prevent the FDA from ascert
»rmation systems and processes can be used to satisfy the ot
ute for transit cargo. In fact, other government agencies —
er tight time frames — have demonstrated a willingness and
ge of existing information systems before establishing ur

Enhanced Border Security and Visa Entry Reform Act of 20

768
%68

Fed. Reg. 5431.
Fed. Reg. 5429.

We appreciate the challenge the FDA faces in implementhn

ssel for export. Cargo moving under a T&E bond is taken from the marine terminal by road or rail to
border crossing point and exported to Canada or Mexico.

For IE cargo, the ocean carrier creates an immediate export entry against the inward vessel
anifest. The ocean carrier, through this IE bond, is declaring tqg
¢ cargo on a named vessel. The Immediate Export entry rema
rrier submits the export bill of lading and a copy of the IE bon
s left the United States. The FDA can easily track this cargo b

the U.S. government that it will export

ins in “open” status until the exporting
d to Customs that proves that the cargo
y accessing AMS.

rier opens the T&E against the inward
kes place. The cargo is turned over to a
stoms (including the truck drivers who

nd at the Canadian or Mexican border.

quirements for transit cargo would not

] Rule states that “if an article of food

uate prior notice, the food ... must be

ply being relayed in a U.S. port from
hyhow.

ady receive advance cargo declaration
aind can confirm its departure from the

his rulemaking should be “integrating

otification requirements.”® Extending
by a U.S. importer and is not destined
ontrol mechanism that U.S. Customs

g a new statute under tight deadlines.
ining whether existing government
jjectives and requirements of the new
facing equally significant challenges
commitment to explore the potential
inecessary, duplicative systems. For
required to implement section 402 of
02 (Pub.L. 107-173) that requires the
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vance electronic submission of crew manifests for vessels arfiving at and departing from U.S. ports.

Instead of establishing a new reporting system for this purpose, the INS analyzed existing reporting
systems that could allow it to fulfill its information needs as required by that Act. The INS determined

that an existing information system, operated by the Customs Service — the Advanced Passenger
Information system (APIS) — with some modest modifications could be used to also collect crew

p

CO

m‘{:mber information even though, as the name implies, API$

TpOSe.

This commendable initiative by the INS also resulted

originally was designed for another

in the Coast Guard determining that it

uld meet its statutorily required advance crew m ember information through A PIS by undertaking

some modifications to its own information systems. The Coast (Guard also determined that a number of

int
En
us
the
co
on
ab

ng the information collected in APIS to also meet the Coast
> process of undertaking these modifications to its own

e central government repository (APIS) from which the INS
le to extract the information needed to allow them to

requirements in regard to foreign crew members.

cat
in
w0

ing

information systems being operated by the Customs Service
cargoes do in fact transit to their intended foreign destination.
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Similarly, the C oast Guard, which in a p ost-September
go reporting requirements for vessels arriving in the U.S., subsequently agreed that if a carrier were
compliance with cargo reporting requirements established by
uld impose no additional cargo information filing requirements.

We encourage the FDA to undertake a similar approach
tead of establishing the proposed information filing system for such cargo, utilize existing

Carrier Compliance with the NPRM Reg

formation requirements it had originally proposed using its authority under another statute than the
thanced Border Security Act should not be pursued because t¢ do so would conflict with the goal of

(Guard’s requirements. The agency is in
information systems, which — when

mpleted — will allow for the single advance electronic transmlission of crew member information to
, Customs and the Coast Guard will be

fulfill their statutory and regulatory

11 rulemaking had p roposed distinct

the Customs Service, the Coast Guard

for transit food shipment cargoes and,

to ensure that transit food shipment

orting Requirements for

In Transit Cargo Is Totally Im

ractical

The NPRM proposes a requirement for the “arriving catrier or, if known, the in-bond carrier”
eport in advance the information elements listed in the Propoged Rule for transit cargo. Because the
bond carrier has no advance access to the required information, the requirement would appear to fall
the carrier arriving at a U.S. port. The NPRM would require these carriers to provide the same
prmation for transit cargo as would be provided by an importer. In doing so, FDA apparently and
orrectly assumes that such information will be known or available to the carrier.

The international liner shipping industry and the Council have been working closely with the
stoms Service to implement a system of advance reporting of fcargo manifests for security screening
purposes. A s noted above, Customs requires fourteen d ata e lgments to be included in the carrier’s
manifest, some of which (such as cargo description, carrier, shipper, consignee, and country of origin)




are included in the FDA Proposed Rule. The FDA, however
elements that are not required by Customs in advance, are not information items reflected on a carrier’s

would require additional information

bill of lading, and are not items about which the carrier has any knowledge.

: Specifically, the NPRM requires the following information: (1) FDA product code, (2)
common, usual, or market name, (3) trade name (if different), (4) quantity of food from smallest

package size to largest container, (5) lot or code numbers,

information for the manufacturer, (7) identity and contact info

if applicable, (6) identity and contact
ation of the growers, plus the growing

loc

which food was shipped, (11) anticipated port of arrival

ant
ide

icipated date of arrival, (13) anticipated time of arrival, (14
ntity of contact information for the importer, (17) identity and

ation, (8) country of origin, (9) identity and contact information of the shipper, (10) country from

d anticipated border crossing; (12)
port of entry, (15) date of entry, (16)
contact information for the consignee,

and (18) identity and contact information for all of the carriers handling the food.

des
not
wh
the
the
obt

pro

Sta

possess. This information is not provided to carriers in the

United States ...

For example, it is difficult to envision how it would bd

tes. Similarly, the carrier does not have access to any i

olly impractical, if not impossible, for the carrier to obtain it.
importer or U.S. purchaser who orders or buys the article of foog1

should possess or have the ability to obtain, the information required to be
submitted....”'°. Whether this is correct or not, the Council doeg

First, as noted above, the Proposed Rule would not only clearly require far more detailed cargo
criptions than are required by Customs,’ but would require information that the carrier simply does

regular course of business, and it is
The NPRM states that a “U.S.
, thereby initiating its importation into

not know; however, we do know that

carrier transporting the goods certainly does not have this information and cannot be expected to
ain it from parties who are not shipping their products to the United States.

feasible to require appropriate FDA

duct codes for a transit shipment. “Common or market names” and “trade names” for the goods

may be completely different for the goods in the transit cargo’s (estination country than in the United

formation regarding the grower or

manufacturer of the food, trade names and other matters in the entimerated list.

theiﬁ’

When carrying such cargo, the carrier will be dealing with

® Moreover, we question whether the level of detailed information required exc

Act.

shipper; 3) the grower, 1f known; 4) the country of origin; 5) the country of exp

The Act provides for the agency to request only six specific pieces of info

foreign shippers who are not sending

goods to the U.S., who are not dealing with U.S. importers, who probably do not have any
contacts in the U.S. with respect to the cargo, and who will se
providing such detailed information to a carrier for filing with {
ifarmation is not required by the destination country which is im

e absolutely no basis or rationale for
J.S. authorities, especially when such
porting the goods.

ceds FDA'’s authority under the Bioterrorism
rmation: 1) the article; 2) manufacturer and
prt; and 6) the anticipated port of entry. The

NPRM requires significantly more information than this, including product codgs, quantities, arrival times, and so forth.

Alth

Senate language was not included in the final Act.

' 68|Fed. Reg. 5433.

ugh proposed Senate language in the bill would have allowed for the Secr

ctary to require additional information, the




Also, much of the requested information is simply inap

th{‘:re would be no importer and no U.S. Customs entry infqg
If the FDA wishg
consignee outside the U.S. receiving transit cargo, that informati

consignee to identify in the United States.

system.

plicable to transit cargo. For example,
rmation. Also there would not be a
>s to receive contact information for a
on is available through Customs’ AMS

In the NPRM, the FDA, in explaining why it thinks the proposed rule is reasonable, states:

13

ACS as part of the U.S. Customs entry process”.!!

the goods.

ost of this information [the required data elements] is alread

Second, the Proposed Rule is commercially impractical

y supplied by the filer to FDA through

This statement is clearly incorrect as it applies to
transit cargo, because there is no ACS filer today for such cargg

and there is no U.S. Customs entry of

for a number of operational reasons.

First, the shipper of the goods may not even know that its cdrgo is going to transit the U.S.. For

example, a container of Danish hams being sent to Toronto may

be transported via the ports of Halifax,

Montreal, Boston, New York, Philadelphia, Norfolk, or Baltimore. The shipper is only interested in the

commitment of the carrier to transport the cargo to Toronto, not
may choose to use to transport the cargo across the Atlantic.

which vessel or which route the carrier
The shipper may not even know the

routing used by the carrier. Foreign shippers of such cargo to non-U.S. destinations will not understand

wh

y they would need to give ocean carriers this kind of detailad information for filing with the U.S.

FDA when they are not sending their products to a U.S. destinatipn.

In addition, even the carrier may not know the routing

of the cargo at the time it makes a

booking for transporting the goods. Carriers frequently change the routing of cargo at the last minute.

container of Danish hams going to Toronto discussed
sshipment port such as Rotterdam, at the carrier’s discretion, on various different vessel services

above may be loaded in a major

that could unload the container at Canadian ports or at differgnt U.S. ports for onward carriage to

Canada. The Proposed Rule would, as a practical matter, not

allow this because the documentation

requirements would vary so greatly depending on whether the cargo was unloaded in a U.S. or

Canadian port.

Another example of the practical problems with the proposal may be useful. Consider what

would happen if a container of food destined for Canada was scheduled to be unloaded in Halifax, but

due to bad weather, the ship skips its Halifax port call and

inloads the cargo in New York for

transshipment to Canada. (This is not uncommon in the North Atlantic in winter.) The shipment will
simply not have the proposed information available, because neither the carrier nor the shipper would
have believed it would have been necessary at the time it was shipped.

importer or U.S. purchaser who orders or buys the articles of

Third, notwithstanding the fact that the FDA, as noted above, states in the NPRM that a “U.S.

ood” may be expected to be able to

obtain such information, there is no explanation for how a carrjer could be expected to obtain such

' 68/Fed. Reg. 5435.



in}formation.12 Nevertheless, the NPRM states, “the submitter is the entity responsible for ensuring the
adequacy and accuracy of the prior notice.”’> The NPRM goes|on to state that penalties, including the
passibility of criminal penalties, could result from failure tp comply with the information filing
requirements.14 It would be wholly inappropriate to penalize a carrier for transmitting information
about which it has no direct knowledge, which it receives from a shipper, and which it cannot verify.

Finally, we note that, whereas U.S. food importers will, as a matter of doing business, have to
develop systems, programming and personnel to undertake these filing obligations with FDA, carriers
have no basis to file such additional information into yet another U.S. government information system
— for cargo that is not even being delivered to anyone in the United States. Carriers have in the last six
months undergone extensive system redesign, reprogramming, and staffing to comply with the
Customs Service’s 24-hour rule. It is unreasonable to expect them to undertake participation in this
new FDA filing system when the AMS system is in place, particularly considering they do not have to
file information with FDA for food shipments that are being delivered to the United States.

IVv. The NPRM’s Application to Transit Cargo Would Disrupt International
Commerce and Adversely Affect U.S. Ports

U.S. ports handle a substantial amount of transit cargo that is not destined for U.S. importers or
U.S. consumption.  Some of this cargo is moved in-bond to Mexico and Canada. Some of this cargo
never leaves the U.S. port but is relayed at the port onto anothdr vessel for transportation to a foreign
destination, in manner similar to airlines’ hub and spoke systems. For example, a great deal of
commerce between Latin American nations is transported on ships leaving one Latin American
country, brought to a U.S. port, and then relayed onto another vessel which will transport the cargo to a
different country in Latin America. A great deal of commerce between Asia and Latin America flows
through U.S. ports. A substantial percentage of Canada’s foreign trade flows through U.S. ports. A
substantial percentage of European-Latin American Commerce i$ relayed at U.S. ports. This large flow
of commerce includes a significant amount of food products. In short, to more efficiently serve both
America’s international trade and global trade, carriers have buijlt extensive service networks that use
U.S. ports as major hubs of international trade. Both American and foreign commerce benefits from
the efficiencies of these networks, as do U.S. ports.

It 1s wholly impractical, however, to expect commerce between two foreign countries, which
do¢s not involve an American importer, to comply with the kind|of information requirements proposed
in the NPRM. For example, because Canadian destination cargoj if transiting through a Canadian port,
would not need the information set forth in this aspect of the rple, the burden of this Proposed Rule
would virtually necessitate Canadian food cargo to be diverted from U.S. ports to Canadian ports.
Similarly, food shipments transported between Latin American hations that are relayed in a U.S. port

of food by each manufacturer,” we can only project that application of these filing requirements to carriers of consolidated
loads of transit food shipments would be extremely burdensome.
' 68 Fed. Reg. 5433.
' 68 Fed. Reg. 5461,

' Because FDA makes it clear that the proposed filing requirements do not ap:FIy to “whole shipments”, but to “each article




would no longer be routed on vessel calling at U.S. ports. And, if the majority of the cargo on such a
vessel service is foreign to foreign commerce (i.e., not U.S. commerce), the carrier might cancel that
service’s calls at U.S. ports. That is not a theoretical possibility. After Customs implemented the 24-
hour rule, for example, a group of carriers that served the Latin America-Europe trade with vessels that
called in Puerto Rico as one port of call in their itinerary simply cancelled the vessels’ service to Puerto

Rico rather than subject the majority of the foreign-to-foreign cargo on board their vessels to the United
States’ 24-hour rule.

‘3 The burden of this proposed rule on the carriage of tnansit cargo would be substantial and
troublesome, and it would definitely and adversely affect the flow of trade through U.S. ports and how
ocean carriers plan their services, route their cargo, and utilize UJS. ports.">

|

\

!

V. Conclusion

The World Shipping Council appreciates the opportunity| to submit these comments for FDA’s
consideration. The Council supports the efforts of Congress and the FDA to protect America’s
domestic food supply. The liner shipping industry has cooperated fully with the various U.S.
government agencies that are working to enhance the security of America’s commerce. For the reasons
stated above, however, we do not see how the collection of information as set forth in the NPRM for
transit cargo will further the goal of protecting the U.S. food supply. The Proposed Rule would also
impose substantial burdens on commerce that is not even destingd for United States importers or U.S.
consumers. The purpose of the Act would appear to be fully achi¢ved by ensuring that the cargo leaves
the |U.S. as required. Since Customs already has adequate mechanisms in place to ensure that is
accomplished, an FDA rule addressing such transit cargo is not required.

To the extent FDA is interested in transit food shipment cargo, it should be able to access the
cargo declaration information that carriers file with Customs for such shipments through Customs’
Automated Manifest System. In fact that information is available to FDA substantially earlier than the
in the NPRM. The information FDA proposes to collect from carriers that is above and beyond
is in the AMS system is information that a U.S. importer might have, but it is not information

available to a carrier. Carriers would simply be unable to comply with the proposed rules as they
pertain to transit cargo.

For all the reasons stated above, we respectfully urge the FDA not to interpret cargo food
shipments under the Act as “being imported or offered for import jinto the United States” when there is
no U.S. importer of the goods and the carrier is clearly transporting the goods under the Customs
Service’s oversight and supervision to a foreign destination for deljvery.

Thank you for your consideration of our views.

|

' We|believe the NPRM is incorrect when it states: “FDA believes that this proposed deadline will have ... almost no
effect|at water ports.” 68 Fed. Reg. 5433. Whether that is true for U.S. import cargo where the information filing is
requirgd from importers we cannot say, but as to transit cargo, this proposal would have a substantial impact on U.S. ports.

|
\
| 10



