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Insert #1 on page 8, first paragraph (as revised by OCC):

This proposed rule would facilitate product tracking because we would know, at the time
of receipt of prior notice, the name and address of the actual importer and consignee in
the U.S. We could then use the U.S. importer and consignee information to follow-up
and trace the location of the goods.

Insert #2 on page 13: (as revised by OCC):

FDA also seeks comment on whether its use of a different term will have any impact, and
if so, what that impact will be.

Insert #3 on the insert to page 24 (as revised by OCC):

FDA invites comment on the representativeness of this sampling.

Insert #4 on page 32:
We are working with the developers of the Prior Notice System to accept “header”

information that will permit repeated information to be automatically entered. This
“header” would contain information consistent across several articles of food within the
same customs entry. This will reduce the amount of data entry and potentially reduce
typing and transcription errors,

Insert #5 also on pages 31-32:
Add the word automatically to the following sentence:

“FDA plans to develop its Prior Notice System to allow submitters to automatically
repeat information already entered . . .”

Insert #6 on page 32:

We are considering designing the Prior Notice system to require at least one
“confirmatory” data element (firm name or city or country) in addition to the registration
number to allow for validation edits before automatically filling in the remaining data
fields.

Insert # 7 on page 35:

We will work with the developers of the FDA Prior Notice System to ensure that there is
a link from that system to the Product Code Builder. We are working with the developers
to design the link to the product code builder which will allow the product code selected
to be automatically pasted back to the Prior Notice Screen. We will also design the
system so that if the submitter already knows the product code, it can be entered directly
into the Prior Notice Screen.



NEW Insert # 7.5 on page 37 added by OCC:

FDA requests comment on whether changes in quantity will occur after the deadline for
prior notice and, if so, how commonly changes occur and how significant the changes
usually are.

.

Insert # 8 on page 42(as revised by OCC):

FDA requests comment on our proposal to restrict the number of amendments to one.

Insert # 9 page 43(as revised by OCC):

We plan to design the prior notice system so that it will not acknowledge that a prior
notice submission is completely filled out if it does not contain a seven-digit product
code. The system will be designed to provide, where appropriate, a reminder about the
need for amendment with the electronic message acknowledging receipt of the initial
submission.

Insert # 10 - Revise the first paragraph on page 52 to read as follows:

After September 11, 2001, FDA hired three hundred additional counterterrorism
Consumer Safety Officers primarily for food imports. This step . . .

Insert # 11 on page 54, second paragraph, the following sentence at the end of the
paragraph:

Customs has informed FDA that they receive flight information for 87.6 percent of the
flights at time of “wheels up.”

Insert # 12 on as a new paragraph two on page 59:

Customs Form 3461, Entry and Immediate Delivery Application, OMB No. 1515-0069,
is the entry document upon which information is provided to Customs by which it makes
its decision to release the merchandise. The burden estimate on Customs Form 3461 for
purposes of the Paperwork Reduction Act is 15.5 minutes. The FDA calculation of
average time for completion of the prior notice includes verification of accuracy of the
data and supervision time.

Insert # 13 on page 73: |

FDA requests comments on any additional costs that might result from changes in
business practices as a result of this proposed rule.
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resuit from imported food. Additionally, should an outbreak or a bioterrorism
event occur, prior notice would enhance FDA's ability to respond to the event
by enhancing FDA's ability to prevent entry of shipments that appear related TuseeTa]
and to facilitate product tracking for containmen&%gA thus would be better oma | 22-/03

able to ensure that consumers in the U.S. do not eat food that is contaminated
(whether intentionally or otherwise). This information would also assist FDA
and other authorities in determining the source and cause of problems and

in comrmunicating with affected firms. Finally, we believe that the information

provided by prior notice would help us use our foreign inspection resources

- 5 oCC 12 /2c
more effectivelyl'»ln establishing and implementing this proposed rule, FDA will |- wizke 2

ne-

he :
World Trade Organizationn (WTO) agreements anc_i; North American Free Trade occ 2 /20 /o'.r
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comply fully with its international trade obligations, including the applicable

Agreement (‘'NAFTA"), Fe~ zx‘am'ofe/_ wre behave ls gr oo a*--'!’f.,' .
IS Aot move Arade restrictive tiatin NECRITRAL fp progk Tl 2i€cT NS CLL/ LT,

A. Highlights of This Rule ~ =¥ <€ Brodtrmsersin o, J ?’—’i/ 16/
The key features of this proposed rule are:
» The purchaser or importer of an article of foocL E?; ,ﬂ.ﬁir agent) who )
resides or maintains a place of business in the U.S.Ais respdr?siblﬁ . 12 faof
submitting the notice.
= The notice must be submitted by noon ¢ s g{/o'_é
day of arrival.
@Amendments relating to product identit_
under specified circumstances.
@Updates about arrival information are requi
» The notice must be submitted electronically thrc
Systemn unless the FDA system is not functioning. The F

System will be designed to provide an automatic electron. . . 1edgment
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vegetables were canned. With respect to wild-caught fish or seafood that is
harvested in the waters of the United States or by a U.S. flagged vessel or that
oNGina 1'\9,
is processed aboard a U.S. flagged vessel, FDA is proposing that the cotzi"rn‘y

oridinNat ]
(lengnﬁbe the United States. Otherwise, the Mm is the courtry  MJ4

(4
. under which the vessel is flagged. FDA alignied this aspect of the proposed % ZZ/ > oc

5.6 iNating Coun , _
definition of * in” with the principles proposed by USDA’s e
Agricultural Marketing Service guidance published in the Federal Register on
October 11, 2002, in response to the Farm Security and Rural Investment Act

of 2002 (commonly known as the 2002 Farm Bill).

FDA recognizes that this proposed deEimtlon raay not be identical in all
ME&W!AO} of the ferym MITA '/o/

respects to the defiTior o A countryof origin” traditionally used by U.S,
Customs, However, FDA believes that using the U.S. Customs éef-milaafﬂwo

not serve the purpose of the Bioterrorism Act. The U.S. Customs deﬁnmm‘/: term mzra Y=

e_'aw\n\a MTA ‘/lo

primarily serves tariff, quota, and other trade purposes; it does not provide

—~ information needed for the evaluations that Congress has directed FDA to maké
under the Bioterrorism Act and the act. We seek comment on this

oY (qinating
interpretation and our proposed definition of country vEesigin'".

© d. Country from which the article of food ‘:/as shipped. The proposed rulé —
defines “‘country from which the article of food was shipped” as the country ,f
in which the article of food was loaded onto the conveyance that brings it
to the U.S. A conveyance is the means of transportation, e.g.. ship, truck, car,
van, plane, railear, etc., not the shipping container that could be moved from
a ship to a truck to a train bed._
FDA is requesting comment on whether this term should include the

¢countries of interrnediate destination. '
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FDA asked scveral ficld offices to send entry documents with invoices covering imported |
""o Alars reG\kVT'

. foods. Sixty-four packages of entry documents were received in response. The dates of /1 0/ o

the invoiccs were compared to the dates of arrival and reccipt in OASIS. In 48 cases

(75%s, the invoice dale or date of sale, preceded the arrival date by at least one day. In i

31 cases (48%), the invoice or sale date preceded the arrival date by two or more days. In W

16 cases (25%), the invoice date was the same as the amval date éD f ALk %M ] 7
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not when it 1s shipped to the U.S. FDA has examined a selection of imported
tscume» +lese documevﬁ
- food and compared dates-o ith the dates of arrival in  »,. ¢ 1/15/0%

ﬁfTﬁC,wErl

the U S. and U.S. Custgfns ent abed on this examinatign, we-believe that

orders are normally placg ay or meore prior to shipment. See the
hwa +€Cst ﬁoﬂl deUMev\"’F “ A '/(Q/ai

compxlatlon of m*eeg’thal FDA has placed in the administrative record and

the docket (Ref‘l*) FDA believes that the information required for prior notice  o¢C (2fzefor e
{2endar ;.

therefore generally does exist by noon of the-bﬂsmesgaay before the day of OB fio/o%

arrival. FDA recognizes, however, that currently one person may not possess

all of the information and that some practices regarding the flow of information

about food imports will have to change to ensure that the submitter has all

of the information needed to submit a prior notice for the food shipment by

the deadline,

FDA believes that this proposed deadline will have the most impact on
those who import food by truck and rail over the land borders, with less effect
- at airports, and almost no effect at water ports. However, even on the land '
| borders, FDA believes that the information required by prior notice will be,
in most cases, sufficiently fixed by noon o?tal'}; gi;:i;ess)a'ay before arrival to ~ 0™"€ l/ i 3
allow the U.S. importer or U.S. purchaser, or their U.S. agents, to submit prior
notice to FDA that meets the proposed requirements without slowing down

the shipment.

FDA is proposing to allow submitters 1o amend prior notices for that
portion of the product identity mformatlon that cannot be completed, because
Calenday gwd /0 /o3
it does not yet exist by noon of the husmess’a’ ay prior to arrival. We believe
this may be the case with product identity for fresh products imported from
countries close to t_he U.S. (e.g.. Canada or Mexico). For example, fresh seafood

may be ordered as catch-of-the-day"’ from Canada or Mexico; the ir?lporter
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entry number (both ACS line number and FDA line identifier); the FDA
product code; a written description of the product in common business terms;
brand name; the quantity; lot numbers; the manufacturer; country of origin;
shipper; importer; ultimate consignee; and the carrier (the mode of

transportation and the carrier code).

Before discussing each data element in the context of prior notice, we want e
to emphasize that the prior notice requirement does not apply to a whole
shipment; for the purpose of section 801(m) of the act, it applies to "each

v T 15407
article of food!/IFDA believes that in section 801 (m) “each article of food” Aﬂ‘ (1=

means each article of food produced by each manufacturer. Thus, an‘y food
product identified by a specific FDA product code and quantity description

produced by a single manufacturer (or grower, if fresﬁ) associated with a single

entry line number (U.S. Customs entry number plus ACS line number plus

OASIS/FDA line number) requires its own prior notice. Any time any of this

information changes, a new prior notice is required even if the items are part-

T 3t 18
of the same shipment._r”“’—"’-‘g’r@, eaclh srhcle of food p represented 1";’ an FDA

line must be Covered by oIS oo prwv motice. smB ‘iofo3
Thus, if a shipment consists of four different kinds of food products, e.g.,

1000 cases of 48/6 oz. cans each of Brand X tuna, 240 cases of 24/15.25 oz.
cans each of yellow corn, 300 cases of 24/12 oz cans each of Brand X tuna,
and 1500 cases of 48/6 oz. cans each of Brand P tuna, four prior notices are
required. If the shipment consists of only one product, e.g., 2400 cases of 24/
15.25 oz. cans each of yellow corn, one prior notice is required. If this corn
came from two different manufacturers, however.‘two prior notices would be

needed. In its Prior Notice System FDA will give the submitter the option of

completing additional prior notices for other articles after each notice is

completed \FDA plans to develop its Prior Notice System to allow submitter;
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to/lrepeat information already entered in the submission where appropriate
(e.g.. all information is the same except for the identity of the article or the |

manufacturer).

FDA is proposing to require the following information in the prior notice
identifying the following details for each article of food:

1. The submitter. FDA is proposing to require the identity of the submitter e
and the associated submitting firm. This information is needed so that FDA |
may communicate the adequacy or non-adequacy of the prior notice to the
responsible party and to follow up when audits, inspections, or enforcement

are necessary.

Generally, for all firms that the proposed rule requires to be identified in
O\F Knowa )

swme /1o foz

a prior notice (submitter, importer, owner, consignee, manufacturer, growetﬁ.
shipper), FDA is proposing that the prior notice include the firm'’s name,
address, phone number, fax number, and e-mail address, and if the firm is
required to register a facility associated with the article of food, the facility’s
registration number. The registration requirement is contained in a separate
provision of the Bioterrorism Act (section 305). FDA believes that it needs

identifying information in addition to the registration number (if one exists)

to minimize the chance that typographical errors in registration numbers wil

lead to prior notices being considered incorrect and thus inadequate. Vol

The phone and fax numbers and e-mail address are required (if they exist)
so that FDA can communicate with the firm, if necessary. If the firm does not
have a fax number or e-mail address, the prior notice submission should
declare this. FDA plans to develop its Prior Notice System to allow submitters
to repeat information already entered in the submission where appropriate .

{e.g., where the submitter is also the importer and consignee of the article).
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FDA is proposing to require the submission of the complete FDA product
code as an element of the identity of the product {proposed § 1.288(e) (1) (1)).
The FDA product code is a unique code currently used for classificalion and /7

analysis of merchandise. The FDA product code is currently available via the

Internet at www.accessdata.fda.gov/scripts/ora/pcb/peb.htm as a “buildable™

code which is used to describe the food by industry, industry clags subclass, -

INSERT T
7]
gn:/zz/éf

container/packaging, process, and specific product! FDW%%FE FDA
product code for canned tuna fish is 16AEE45, which translates as 16= fishery/
seafood products, A= fish, E= subclass metal (cans), E= commercially sterile,

45= tuna. The filer currently submits the FDA product code to U.S. Custom's

.....

ACS when entry is made; it subsequently is transmitted to FDA's OASIS for

each entry line.

FDA is proposing that if all of the information concerning the product
identity exists by noon of &;bmy before the article will arrive at the 0"“'& V1o /o3
£ port of entry, it must be included in the prior notice and the prior notice may
not be subsequently amended. (P;'oposed § 1.288(e}(2)). If any of the product
identity information does not exist by the deadline, the information that does
exist must be provided to FDA, and the submitter must indicate that it will
amend the prior notice. FDA identifies the conditions appropriate for

amendments related to product identity in proposed § 1.290. FDA notes that,

in determining whether the information exists, the standard set out in the
proposed rule is not whethér the submitter knows the information when filing
the prior notice, but whether the information could be known by the submitter

by the noon deadline. In the discussion of proposed section 1,289, we describe

under what circumstances we think complete product identity will not exist.
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submissions. FDA wants to encourage submissions that are as complete as

possible to allow FDA to deploy its resources effectively.

FDA is proposing that only the information required by proposed
§1.288(e)(1) and indicated in the initial prior notice as being subject to
amendment may thereafter be amended. FDA is proposing to limit the
information that may be amended in a prior notice to the product identification
information required in proposed § 1.288(e)(1).-As we explain elsewhere in this
preamble, we believe that in most situations, complete product identity will
exist by noon of m%iggémy before the day of arrival. However, we o8 \fio [0
recognize that in certain limited circumstances, such as wild-caught fresh fish
and fresh produce with many varieties that are caught or harvested close to
the time of shipment in locations close to the U.S. border, this specificity may

. C3lendav
not be known by noon of the fl\ausiﬁess’c’]ay before the day of arrival. FDA is sl 1 / 1 fo
proposing that the last two digits of the FDA product code and other product
identity information that providé: the specific identity of the article may be MTA )io Jo
amended when this information does not exist by the prior notice deadline.

Far example, there may be occasions when an entry of lettuce is ordered
and prior notice is submitted by noon th%zm:fgay prior to arrival, but i 1/ ""/ ’
the specific variety of lettuce that will be shipped does not exist because the
growers that supply the shippers have not yet harvested their crops. At or
before the time when the article is placed in the carrier for shipment, however,
the complete identity of the article exists and the prior notice must be amended

-

to identify the specific type of lettuce (e.g.. romaine or leaf).

A prior notice may not be amended to change completely the identity of
the article, e.g., a prior notice identifying the food as lettuce may not be

amended to identify the food as pears.
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If an article of food is not covered by a specific FDA product code, e.g.,

a root vegetable not more specifically described by numerical code in the FDA

product code builder, then the last two numbers of the product code may be

provided as “99" which means root vegetables, not elsewhere classified. q
However, this prior notice cannot be amended later to identify the product

as carrots because, even though carrots are root vegetables, there is an FDA

ST

product code that is specific to carrots and thus it should have been used/in

the initial notice. €

The information that may be amended also includes the common or usu

O
NotET T
! omeY22/e3

or trade name, brand name, lot or code or identification numbers, and auanTy 3(!7 . omé ’/ N

FDA is proposing that, if the identity of the grower was not provided at
] btaore, o wat et Fﬂow-‘r\ at Thps tung 27'-/“("-%‘(/1& .
the time the prior notice was submittesl\ identity is known at the time  j..g Viof.
of the amendment, the amendment must include Information that identifies
nown,

alb\growersiw

- {ftherinfermation-to-be-amended-retates to-quantity-EDA is proposing——
Jhat the.change-fquantity-should-be-Himited-to-10-percent-ordess-ofthe—&. . -
Quantity-initiatty Subniteed i the prior notice. FDA beligvesthat up-te-Ho—%—
pescent-difference iriqiantity might mclude the dtfferenee-expected-from
Inspection-or sampling-inthe—ountry-of vrighror shipment-er-loss.dueto—€__
Qver opaader-shippingorexpected toss due totheftand damage-inshipment-—_,
ADA is.propesing that-if-the-quantity-change-is-greater than-10 percent-the&,_
Rrior norice must-be-eaneeled-and-anew prist HoucE Submittedang

sw b l/{w/v

7. What is the deadline for product identity amendments under section 1.2907

(Proposed § 1.291)
o Q Rour
FDA is proposing different minimum deadlineq fordifferent-moetes of

Lanspostatien for amendments submitted under proposed § 1.291, or updates O’m &
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assignments, all using guidance documents, such as Import Alerts, Compliance

o Policy guides, and other manuals%&pmnﬂm-ﬂvzmmd

additionalinspectors—but Jhis step alone is insufficient to ensure the safety \

of food imported or offered for import into the United States.

INSERT /D
omp
1f22/03

When deciding which imported food shipments to physically inspect and
sample, FDA inspectors consider, among other things, compliarice programs, L
assignments, import alerts, and whether the product is a low-risk or high-ﬁsk
food. New requirements imposed by Section 307 of the Bioterrorism Act will
require importers to give notice to FDA of incoming articles of food before
the shipment reaches a U.S. border, rather than when the shipment arrives
at the U.S. border or as part of the official Customs entry. Requiring prior
notice of imported food shipments will allow FDA inspectors to have earlier
information on foods that are coming into the U.S., which will enable FDA
to better deploy its inspection resources and to use this increased amount of

information in cases where FDA action against the food is warranted, e.g., a

credible threat to the food supply is éuspected.

Number of establishments affected

Using 2001 fiscal year information from FDA’s OASIS system (industry
codes 02 through 52, 54, and 70 through 72), FDA has determined that there

are approximately 77,427 importers and consignees who receive imported food

shipments. Under the proposed rule, the U.S. importers or U.S. purchasers (or

their agents) of the products will be responsible for submitting a imely and
accurate prior notice to FDA. FDA requests-informatiorron-the-size-of -

etaUirsTimer s e atfecies-Hv (S Propusta Ui uding e

I
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FDA’s OASIS reporting system shows that approximately 2.5 million food
entry lines were imported via sea and air transportation in fiscal year 2001.
Information on food-importing practices indicates that Customs and FDA are

notified of imported food products traveling to the United States by vessel

actual shipping date, but Customs will not certify the entry until 5 days before

the ship is expected to dock at a U.S. port. FDA is notified of the shipment / /

then, through Customs, as early as 5 days before the vessel's arrival at a U.S.

port. L T
Irnporters bringing food products in by airplane can notify Customs of

their intent to import food into the United States no more than 24 hours before

the scheduled flight departure time, but cannot certify their cargo manifests

with Customs until the plane has taken off from the airport of the exporting
country ("'wheels-up’’). FDA is then notified through Customs of the plane
~ scheduled arrival. F‘T

FDA's OASIS reporting system shows that around 2.2 million entry lines
of food were imported into the U.S. via ground transportation in fiscal year
2001. The usual practice today for food brought in by truck or train (mainly.
products coming directly from Canada or Mexico) is not to notify Customs and
FDA until their actual arrival at a U.S. border or point of entry. (F iler‘:; can

SRR R T
v H B

certify their entry data up to 24 hours before arrival at the border, but Customs
does not give a 'screening response’” to the entry until actual arrival) Thms; < ofC /(6o

ﬁen though these importers most likely have the invoices and orders for these

AEUR BT L

products in advance, MM)( do not currently notify Customs and cce Hiofo
FDA until their arrival at thebor Foquire-them-to-change-busin '
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personal baggage entries will be minimal and thus these costs are not included
L in this analysis. FDA requests comment on this assumption.
According to OASIS data, the average imported entry contains 2.6 lines,
which means that there are typically more than two different articles of food
pert import entry: e.g., 100 cases of tuna and 50 cases of canned peaches in

the same shipment. A prior notice must be filed for each of the lines in an

L~
SR pwrare
v

entry. new B e ————
BN e

FDA estimates that it will take, on average, one hour to prepare a prior

INSERT 12
Om8 if2/e3

notice each time an import entty of 2.6 lines is submitted, including the time
it takes to update or amend information for each entr'y line as necessary. This
time is an average; some prior notices will take longer than one hou,r to
complete and other prior notices will take less than one hour to complete. Jl\‘é‘,&d’ G’ ‘\.u
This hour includes 45 minutes of an administrative worker’s time to gather
information to initially complete the screen and then update the information
as necessary, and then 15 minutes of the manager’s time to verify the
information is correct. Assuming that there is an average of 2.6 lines per entry,
and each line requires a prior notice, then each line is estimated to take about
23 minutes to complete.
Using the OASIS inforrnation that the average imported entry contains 2.6
lines; we can then divide the 4.7 million OASIS lines by 2.6, which results
in 1,807,692 expected import entries. Table 3 shows that the annual cost of

prior notice submissions based on 1,807,692 entries would be $59,689,890.
TABLE 3.—COST TO FILL OUT PRIOR NOTICE SCREENS BY IMPORT ENTRY (MUST BE ELECTRONIC)

Administrative worker linva at $25.10 woge @k 45 minules
Manager ima al $58.74 wage rale 15 mintas
Adminisirailve worKer eosts par sniry " 518.83
Mamager costs per entry §14.98
Tolsl Cast per impent enlry 533.02
FY2001 QASIS aniry tolsl based on 4.7 million fines 1,807,692
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TABLE){—LOSS IN VALUE CAUSED BY RESUBMITTED PRIOR NOTICE UNDER OPTION THREE—Continued

Porlghable Sealead
P

16.7% reduction in vaiue for 25% of Canadian sesfood l 577,785,347

Tasert T Aeert, Calondr
Option four: prior notice received by noon of the business day prior to the [+

day of crossing; electronic submission of information; any change in A ' ’
information requires resubmission.
This option requires that prior notification be submitted no later than noon
of the %ﬁ:iiﬂu%susq:ﬂay prior to the expected day of crossing. Under this option,
prior notice submitters will have to let FDA know of the incoming food
shipment at least 12 hours before the shipment reaches a U.S. point of crossing.
This fourth option would likely cause a change in importer business practices
and the business practices of their clients in much the same way as option
three, but the potential loss of product value is higher because the minimum ‘9
prior notice time has increased. \
Again, how business practices will be affected by prior notice

requirements depends on how early the invoice orders are received, the

timeframe in which the truck was loaded, and when prior notice is submitted.
As before, we assume that as the minimum notice time increases, the

likelihood of a resubmission alse increases, but less than proportionally to the

change in minimum notice time. Thus, since the prior notice time frame for

submission is at least 12 hours instead of 8 hours; the probability of having

to adjust and resubmit prior notice information is higher. Instead of 25 percent

of the importers of perishable products from Canada and Mexico having to

resubmit their notices, we will assume that the 12-hour submission timetable

means that 40 percent will have to resubmit their notices. -
We increase the percentage of resubmission this time by 15 percent |

because as the prior notice time frame increases relative to the time of entry,
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of receipt of a complete prior notice submission, with a time and date “stamp.”
The riotice must contain information that identifies: ‘

rf’i?;the individual and firm submitting the prior notice;

@the entry type and U.S. Customs Service's Automated Commercial
System (ACS) entry number or other U.S. Customs Service identification
number associated with the import;

{ 'ﬁh\lif the article of food is under hold under proposed § 1.278, the
locatioR where it is being held;

f\the identity of the article of food being imported or offered for import:

o the complete FDA product code;
e the common or usual name or market name;

¢ the trade or brand name, if different from the cornmon or usual

name or market name;

« the quantity described from smallest package size to largest

container: and

« the lot or code numbers or other identifier of the food if applicable;
@ the manufacturer;

11 all growers;
l“"" r
i

.

A
the shipper;

&
fi
H the country from which the article of food was shipped,;
fl the anticipated arrival information;

information related to U.S. Customs entry process;

fi the importer, owner, and consignee; Zndl

- A
£ the carri@a&—&,

i theTioteof tramsport—¢

AL
A

. I
I{n::;:

~
ks

IC fcmovm Ormg '/3/‘

. 1 s
: the counta?eﬁongm" y M
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« Amendments relating to product identity are allowed if complete
information about product identity does not exist by the deadline for prior
notice for the planned shipment:
f/l / Information regarding identity of the article may be amended once;

(ﬂ Amendments may not be used to change the nature of the article of
foad;

L_f? Quantity may be amended mlq—#—mmj./ and

@ Any amendments must be submitied no later thary 4 heurspriortf

v

B I/

.a-at?; hours prior to arrival fer-shipments-by-long.

« If a change occurs in the anticipated port of entry or anticipated time

of arrival stated in the prior notice, the information must be updated.
» The proposed rule does not apply to:
s é “ Food that is carried by an individual entering the U.S. in that

e
V

Luse
individual's personal baggage for that individual’s personaleansﬂ-mpﬁef{;‘g; occ | 1/ %

3y A
. \fD Meat food products, poultry products, and egg products that at the

time of importation are subject to the exclusive jurisdiction of the U.S.

Department of Agriculture (USDA).
B. General Provisions

1. What Imported Food is Subject to This Subpart? (Proposed § 1.276)

Under new section 801(m)(1) of the act, prior notice is required for‘ all
food “'being imported or offered for import into the United States.”
Accordingly, prior notice requirements apply to all food that is brought across
the U.S. border (with four exceptions described below) regardless of whether
the food is intended for consumption in the U.S. In other words, FDA believes

‘that food that is brought into the U.S. to be put into foreign trade zones, or



11
manufacturing/processing (including packaging) by another foreign facility
m‘outside the United States.” In other words, foreign facilities involved in the
initial stages of manufacturing/processing food are not required to register if

another facility further manufactures/processes or packs the food produced at
oviside
that facility\beﬁe;e-tbax_ﬂmd-is-e*peﬁed-tdthe United States. — LN
This_eXemplion would net apply to Laciliijes v the
T~Sueh*urther manufacturing/processing; i — FDA
at the su b
acility

A 4 i
%@%@nﬂmﬁn&e@e—a@éﬂéﬁff a de minimis nature,

such as adding labeling to a package or adding plastic rings to the outside

of beverage bottles to hold them together. The fa cilidy gohéuch'ny +the de
minimis activity woull also be required 4o re3 ister. <
The following are examples of which foreign facilities would be subject

to, or exempt from, the registration requirement, based on the activities they

perform:

(1) A foreign facility would be required to register if it prepares a finished
food and places it into packages suitable for sale and distribution in the United

States.

(2) A foreign facility distributing food to food processors outside the
United States for further manufacturing/processing before the food is exported
for consumption in the United States would not be required to register, unless

the further manufacturing/processing entails adding labeling or other de
minimis actmty,'ﬂ’ Yhe Lorther manu(’aa—lu.rlnj / rroc-gssfnj s of a cl.e mfm'm IS
narure, botnihe facility conducting the demmimis achvity and the (96\\;*;

(3) The last foreign facility that manufactures/processes an article of food | 1Mm edn‘afk'y
priov +o i

would be
re?uired Yo

rejfs ter.

before it is exported to the United States would be required to register, even

if the food subsequently is held or stored at a different facility outside of the

United States. FDA is proposing to require these manufacturers/processors to
register because the Bioterrorism Act exempts a foreign facility from registering

only if another facility subsequently processes or packages the food.



£ |
INSEZT PG | |-2%-0%

1. Add to the end of the second paragraph on p. 11
(immediately after ". . . would also be required to
register."): J/This proposal is based on FDA's
tentative conclusion that the statute's exclusion of
labeling and "similar activity of a de minimis
nature" from the definition of "further processing
and packaging" applies only for purposes of the
definition of "foreign facility." FDA tentatively
concludes that this limitation does not apply to the
term "processing" as used elsewhere in the
registration provision of the Bioterrorism Act.
Accordingly, facilities that label food or engage in
similar activities would be required to register as
processors. FDA requests comment on this
interpretation of the Bioterrorism Act.
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-~ Meat Inspection Act (21 U.S.C. 601 et seq.), the Poultry Products Inspection

Act (21 U.S.C. 451 et seq.), or the Egg Products Inspection Act (21 U.S.C. 1031
et seq.).

2. What Definitions Apply to This Subpart? (Proposed § 1.277)
The following definitions are used throughout the proposed rule:

a. The act. The proposed rule defines “the act” as the Federal Food, Drug,

: — . g
and Cosmetic Act. The proposed rule to applies the definitions of terms in b,r\",)-\‘@-“

cd
section 201 of the act to such terms as used in the proposed rule. A’a“'] Xt

Calendav Calemdar over) owB

b. Busme:% day. The proposed rule defines fﬂﬁﬂ’ﬁﬁ@ day’’ as qu—h@u&s«c- /18 /
responsibility for the geographical area in which the na:t.aﬂe.nmy-xs«laeated%
EDA=is-propesing-this-definition hecause.differentFD A-officey 478 Totated-n—-RL

o~ diﬁaemimmnes-aadmmaiﬂd#ferenvhoursef’eperaﬁom-due"toﬁifferém‘“ei

adnﬁnistraﬁvevpracticwr-ffhours-eﬁeperat—iﬁns-at*speeéﬁa-locaﬁon&ohangaﬁ&
_ the.termn~business day-is defined in.a.way-thatawill-accommodate, such.eemwg,

ehaﬂgese—“‘e'

Cviginatin omgma‘f-m
e L. Eountry sf-origz’:ﬁhe proposed rule defines ‘,‘\country ipint” as “the ocl Y

Not%:

L
Ple:{b coun i i j " i i i

, FW« try from which the article of food originates.” FDA is proposing this

et ot S e twthe Broteriorzr Ack. Tats pro pesed del
ﬂz Y definition to be la:gel-_)(;:lnsistent’\wiﬂl the definition that describes one of the ¢ 31c5 Cont

~ critical data elements that brokers and other filers currently submit to FDA's
OASIS via ACS when entry is made. The proposed definition refers to the
e product that is shipped to the U.S. was grown or produced,

depending on the kind of articte<]f the article is fresh produce, for example,

originat Caun"mé >
the c in is most likely to be

harvested. If, on the other hand, the article is\a processed food, e.g., canned
phiamahiNGg counTry
egetables, the mua:;g,wf-oggin is likely to be the country in which the

e country where it is grown and
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vegetables were canned. With respect to wild-caught fish or seafood that is

harvested in the waters of the Uni -S—flagged vessel or that

Or1GINA TR
Is processed aboard a U.S. flagged vessel, FDA is proposing that the cani‘rry \f}

j4ing Frag country
of-eﬁgrr? be the United States, Otherwise, the Mm is the country M A4
25 oc

under which the vessel is flagged. FDA aligned this aspect of the proposed

origiNatiNg founty ‘
definition of “c 4 in'' with the principles proposed by USD

e guidance published in the Federal Register on
October 11, 2002, in response to the Farm Security and Rural Investment Act

of 2002 (commonly known as the 2002 Farm Bill).

FDA recognizes that this proposed de 1n tion may not be identical in all
respects to the defrttom{o: :Ac;eoz:.t:‘m't‘rﬂy of ongme'.' ;:é‘l&nally used by U.S. HTA '/l 0/
Customs, However, FDA believes that using the U.S. Customs Woﬁ'“""“? WA e
not serve the purpose of the Bioterrorism Act. The U.S. Customs éeﬁmt—!enk Feven mTa Y
primarily serves tariff, quota, and other trade purposes; it does not provide

information needed for the evaluations that Congress has disected FDA to make

defines “country from which the article of food was shipped" as the country

in which the article of food was loaded onto the conveyance that brings it

to the U.S. A conveyance is the means of transportation, e.g.., ship, truck, car,
van, plane, railcar, etc., not the shipping container that could be moved from
a ship to a truck to a train bed.

FDA is requesting comment on whether this term should include the

countries of intermediate destination.



2. Add a new phrase to the language of Insert B on
p. 33. The whole insert is below with the new

language underlined.

“FDA seeks to minimize the burden of this rule on covered facilities and the
submission of duplicative information. FDA is aware that existing
registrations required by FDA and other federal agencies ask for information
that may be duplicative of some of the information FDA is proposing be
submitted under this rule. The Bioterrorism Act 1“‘(}“""““ that certain facilities
register with FDA. The Bioterrorism Act also specifies that certain
information must be contained in the facilities' registration submissions. FDA
seeks comments on whether there are registration requirements under which
facilities must submit duplicative information to more than one federal
agency. If so, FDA also seeks comments on whether there is any way,
consistent with the requirements and purpose of the Bioterrorism Act, to
minimize the duplication of information required to be submitted under these
registration requirements. In particular, FDA is interested in comments on
whether it has authority, under the Bioterrorism Act or another regulatory
mandate, to grant a partial or full exemption from the FDA registration
requirement to facilities that have already registered with another federal
agency. If such authority exists, FDA is also interested in whether the goals
of the Bioterrorism Act could be met if FDA does not have complete
registration information.
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FDA asked several field offices to scnd entry documents with invoices covering imported |
o Ay recuesT  occ
o . foods. Sixty-four packages of entry documents were received in response. The dates of I/iefc

A
the invoices werc compared (o the dates of arrival and receipt in QASIS. In 48 cases

(75%), the invoice date or date of sale, preceded the atrival date by at least one day. In

31 cases (48%), the invoice or sale date preceded the arrival date by two or more days. In S

16 cases (25%) the i mvowe date was thc same a5 the arrival date. ‘%’/—WC&W‘ g !

3 ¥ /4
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entry number (both ACS line number and FDA line identifier); the FDA
product code: a written description of the product in common business terms;
brand name; the quantity; lot numbers; the manufacturer; country of origin;

shipper; importer; ultimate consignee; and the carrier (the mode of

transportation and the carrier code).

Before discussing each data element in the context of prior notice, we want
to emphasize that the prior notice requirement does not apply to a whole

shipment; for the purpose of section 801(m) of the act, it applies to “‘each

article of food /[FDA believes that in section 801(m) “each article of food" v HTT ' " “

means each article of food produced by each manufacturer. Thus, any food
product identified by a specific FDA product code and quantity description

produced by a single manufacturer (or grower, if fresh) associated with a siifi{g,le

r+xc[¢ of 'FOOJ-(XAF?;-*P;%S‘EM'WA on F

line must be Coveved

Thus, if a shipment cons t? of four different kinds of food products, e.g.,

1000 cases of 48/6 oz. cans each of Brand X tuna, 240 cases of 24/15.25 oz.

cans each of yellow corn, 300 casés of 24/12 oz cans each of Brand X tuna,

viov ot ice - oCe //72/03 \/,p/c

and 1500 )
_ %gses °fzf£/£ 0z. cans zag:h of Brand P tuna. four prlor nOPCES are MM
one ﬁoduct e.g., -

requjred 41f the shlpment consists of only 2400 cases of 24/
15.25 oz. cans each of yellow corn, one priorotice-is-Fequized. If this corn

came from two different manufacturers, however, two prior notices would be

g

needed. In its Prior Notice System FDA will give the submitter the option of

completing additional prior natices for other articles after each notice is

-~ completedfFDA plans to develop its Prior Notice System to allow submitters . .' ;
2y

- | oM
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enable it to allocate resources for inspecting imported food shipments and

efficient communication with and between U.S. Customs and FDA field offices.

14. The Importer, Owner, and Consignee. Under section 801 (m) (2) (B) (i)
and proposed § 1.278(e)(2), food that is offered for import with no or
inadequate notice may not be delivered to the importer, owner, or consignee.
Thus, FDA is proposing to require their identities so that FDA knows who
they are and can take steps to ensure that food refused admission under section
801(m) is not delivered to them illegally. FDA is proposing that only one
importer, owner, and consignee can be identified for each prior notice. Under
most circumstances, FDA believes the importer will be the importer of record

Vvt arj

. for U.S. Custonr%sn;{:?poses. MTA Vi
15. The Car?ier. FDA is proposing to require the identity of each carrier

or transporter firm that transports the article of food from the country from

which the article was shipped into the U.S. This identification includes the

subrnission of the Standard Carrier Abbreviation Code. Identification of the

carrier is necessary to enable FDA and U.S. Customs to identify the appropriate

article of food for inspection or holding when the food arrives in the U.S. FDA

notes that a carrier typically is a different firm than ’the shipper. The filer

currently submits ‘carrier information to U.S. Custom’s ACS when entry is

made, and it subsequently is transmitted to FDA's OASIS
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the time limitat or amendments and updates-setferth-in-proposed o

- §L204-0

& 5. What changes are allawed-te-e-prior Totive after it 1ias been submitted to
FDA? (Proposed § 1.289)

FDA is allowing additional information to be supplied once a prior notice
is submitted in two situations. FDA believes that under the standards in
section 801(m)(2)(A) for establishing the timeframes for submission of prior
notice, amendments are appropriate when complete product identity will not
exist by the deadline for the submission of a prior notice. As described in more
detail elsewhere, FDA believes that these situations largely involve fresh
produce and fish harvested in countries close to the U.S., e.g., Mexico and
Canada. Second, FDA believes that it must have accurate arrival information
in order to ensure it can inspect an article or take other appropriate action.

o In the event that other information in the prior notice must be changed, no
amendment or update is permitted. The submitter must cancel the initial prior

notice and submit a new one.

6. Under what circumstances must you submit a product identity amendment
to your prior notice after it has been submitted to FDA? (Proposed § 1:290)
FDA is proposing that the prior notice must be amended if all information
about the identity of the food required by proposed § 1.288(e) (1) does not exist
by noon of th: may before the day of arrival. The submitter must B (fie/o
indicate his orAher intention to amend the information at the time the initial
prior notice is submitted. FDA is proposing that the prior notice may be
amended only once. FDA is limiting the number of times a prior notice may
be amended because FDA beljeves that it would be an inefficient use of its

PN review and planning resources to address al-le‘b?i’ntermediate, still incomplete MJIA ’/ "’/ ¢
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If an article of food is not covered by a specific FDA product code, e.g.,

a root vegetable/ not more specifically described by numerical code in the FDA
product code builder, then the last two numbers of the product code may be -
provided as *'99" which means root vegetables, not elsewhere classified. q
However, this prior notice cannot be amended later to identify the product

as carrots ber.:ause, even though carrots are root vegetables, there is an FDA

product code that is specific to cz?fr?‘ts and thus it should have been f’fd in INGE &1 C])
the initial notice. f"’/wwmw """" ; omé) 1/2-:1/ o3

The information that may be amended also includes the common or usual

. . . . S vy
or trade name, brand name, lot or code or identification numbers) and v anTIT v,r. owg

~

FDA is proposing that, if the identity of the grower was not provided at

_ . beosy wag st Bown adthed {une buttine
the time the prior notice was submlttecll\ Mﬁ%ﬁienuty isknownatthetime  ~,g |/

of the amendment, the amendment must include Information that identifies
Known
all growers':jﬂknewn.’e/
A o .
i is.pr«opgsing/'L«
Jhatthe change-inquantity-should-bedimitedto-+0-percent-orless.of-the—-~&...
guantity-4aitialty-submiitted in the prior notice. FDA'BéITéVesthat‘up-te—l-G»/Q-—«- swid | /z ‘
pescent-differencetmYTATTILY might mclude the difference-expected from—Q
inspection-or-sampling-in-the-countryvf-orighrorshipment-or-loss-due-to—€__
Qyer orunrdershippingorexpected-iosstnetotheftand damage-in-shipment:-€,
LEDA is propesing-that-if-the-quantity-change-is-greater-tharr-t0-percent-the.Q_
Roor natice. must-be-caneeted-and-anew prigt MoticE Submittedw-¢__

7. What is the deadline for product identity arnendments under section 1.2907
FDA is proposing diffetent minimum deadliney for-different-mesdes of
transpertatien for amendments submitted under proposed § 1.291, or updat O’m /605

N
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mendment-er-aﬂ«pdat@-t@ a~pmer~not1ce—tob&&uhm&ted+hw1=s-pamr¢a A

arry i -y~ water-3-hours-prier-te-arsival for shipments .by.ax,.rra

and-Z-hours-prior-te-arrivalfor-shipmenis-by-land.=
3N

SN— FDA heli. the degflineg will allow submitters to provide FDA the t o
information it needs in order theffectively assess whether a particular ]/ ‘

shipment of food needs to be investigated and if so, to ensure FDA personnel

are present to do so when the food arrives at the port of eniry, while allowing

submitters to amend and/or update mformaﬂon that may not be known with Hmé
wadar (

exact certainty by noon of the prmr 6 FDA considered the mede

eftrensportation-and type of food in proposing the deadlinei! for amendmeny

to the product identity and updates It.o;ghfa anticipated arr
CormrrerrE ot

product 1dentity amendments are most

needed to accommodate articles imported by land or air rather than water

arrivals. FDA also recognizes that this limitation on amendments may alseI affect Tie occ

e
r%%eehaaghag—e?&xe—busiaeg&acﬂce of “topping off a container” by

filling unused space in the container or truck bed with last-minute shipments

of other food products not covered by prior notice.

th the art foad Uzt S already the sobject F a prise wetice
o &tfm%ler 1tlsc£1%ngr€.dment proposal "toppmg off Aonuld be e

FDA notes tha
allow\ed‘ ‘ . M:mmo [o
oﬁa-pr-iéi‘—ﬂotieg." To the extent *‘topping off"’ with non-food items occurs, this remeve (o7
practice would not be affected. FDA believes, however, that this limitation is

Moveovevr
dictated by the Bioterrorism Act's requirements anc;\is necessary to ensure that oce e / o

FDA has adequate notice of all FDA-regulated food imports such that FDA can

deploy its resources effectively. In this case, a separate prior notice would be
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9. What are the consequences if you do not submit a product identity
o~ amendment to your prior notice? (Proposed § 1.293)
FDA is proposing that if a U.S. importer or U.S. purchaser, or théir U.s.

agent, informed FDA in a prior notice that the submission would be amended, /}7 7

but subse

quenilyndoes not amend it appropriately and within the applicable

> 07
timef amef, thery'the prior notice is inadequate for the purposes of propased / /} 2 /‘9),

us thatTt is incomplete. We therefore will be waiting for complete information
upon which to make our inspectjon decision. Without complete product
identity, FDA cannot complete the assessment of whether to inspect or take
other action when the food arrives in the U.S. The consequences of inadequate
Prior notice are the same as the consequences for failing to provide prior
notice; the food shall be refused admission and held at the port of entry unless

7~ FDA Wects its removal to a secure facility. The consequences ocC ‘/ 16

are more fully described above in the discussion of proposed §1.278.

10. What must you do if the anticipated arrival information (required under

section 1,288(k)(1)) submitted in your prior notice changes? (Proposed § 1.294)

FDA is proposing to require the submitter to update anticipated arrival
information submitted in a prior notice, if the anticipated information changes
after the submission. The types of information FDA expects may change
between submission of prior notice and actual importation are the date, time,
and location of arrival. Although the statute requires only anticipated port of
entry, accurate, up-to-date arrival information (if different) is necessary for

' FDA field offices to reschedule inspections. FDA thus believes that it has the

authority to require this information.



01/23/2003 14:13 FAX 301 436 2637 OFF OF REGS. & POLICY do13

EA

I+,
1

-4
}
£

is proposing that the submitter be required to provide the new port of entry
(proposed § 1.294(a)(1)), anq the new time of arrival in an update electronically
filed in the Prior Notice Systemn (proposed § 1.294(c)). FDA is pr0posihg that

if the time of arriv
§1.294(a)(2)) or more than 3 hours later (proposed § 1.294(a)(3)) than the

anticipated time of arrival, the time of arrival must be updated. FDA is

fdv £ ¢l ey o n g e - -~
1

(o o
:b
—
[4:3
~t
[

prior notice was submitted and that identity is known at the time of the update,
the amendment must include information that identifies growers (proposed
§1.294(b)).

The FDA Prior Notice System will be designed to accommodate updates.
As stated above, FDA is proposing to design its Prior Notice System to require
identification of the type of submission (Initial, Amended, Updated) and to

be capable of differentiating amongst them.

FDA is proposing to limit the time within which a prior notice may be

updated. The proposed regulation would require updated information to be

su ments under proposed @~ =

p
§ 1.291, that is, an update to a prior notice must be submitted #hours prior pm B
to arrival fershipmers by-waterr8-howrs.poiar o arival for shipmentsby  / 35}63

IV. Analysis of Economic Impacts

A. Preliminary Regulatory Impact Analysis
FDA has examined the economic implications of this proposed rule as
required by Executive Order 12866. Executive Order 12866 directs agencies

to assess all costs and benefits of available regulatory alternatives and, when
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evevy éabj Sho'u.m on the 'ca(en.olar.

ocCC |
lﬂj‘?} Eountrygﬁeﬁga‘r)/rﬁ-éans the country from which the article of food /

originates. If4€ article of food js Tresh produce or fresh aquacultured fish or

sricuating Gounty L
seafood, the cmﬁ&ry—egﬁngm is t?xec ntry in which it is grown and =3 e

.
Ve

. 7N
od is wild-caught fish or seafood and it is harvested / v

€S or by a U.S. flagged vessel,or processed

oncmatine cpun
agged vessel, the cutrﬁtry‘-eﬁegggna is tl:;rgnit d States. mIAa

arigiNatin  Countn ol
the cou igin is the ?ountry in whi e article of food MIA /; i
Sodtry ot ordkin 1/22/58%

(ZW Country from which the article of food was shipped means the couﬁtry
in which the article of food was loaded onto the conveyance that brings it
to the United States.

(BVFaod has the meaning given in section 201 (f) of the act. Examples of
food include, but are not limited to, fruits, vegetables, fish, dairy products,
eggs, raw agricultural commodities for use as food or components of food,
animal feed, including pet food, food and feed ingredients and additives,

{ .oCt 1Z2/2¢c
including substances that migrat 1%111? Efcl)d packaging and other articles that /

and dietary mgredients oCL /x
contact food, dietary supplementf\, infant formula, beverages, including NtH

alcoholic beverages and bottled water, live food animals, bakery goods, snack

s foods, candy, and canned foods.

(5) Port of entry means the water, air, or land port at which the article
of food is imported or offered for import into the United States, i.e., the port
where food first arrives in the United States. This port may be different than

the port where the article of food is entered for U.S. Customs Service purposes.
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(p) The name, address, phone number, fax number, and e-mail address

of the consignee, and if the consignee is required to register for a facility

(@) The names, addresses, phapie numbers, fax numbets and e-mail
addresses of all the carriers which are or wittbe Carrying the article of the
food from the country from which the article of food was shipped to the United
SthaWard Carrier Abbreviation Codes (SCAC) if
Sppropr ‘t:;i e ! ‘

he-ientification of the Al ode of Tansport 16 the United States,—

: he Prior Notice Screén of FDA's Prior Notice System also identifies”
the information that you must submit to FDA,
. §1.289 What changes are allowed to a prior notice after it has been submitted

= 4
’ [JAY

After a prior notice has been submitted to FDA, it may only be changed
as set out in § 1.290 which relates to product identity amendments or § 1.294
which relates to arrival updates. If other information provided in the prior
notice changes. you must cancel the prior notice in the FDA Prior Notice

System and submit a new prior notice to FDA.
" §1.290 Under what circumstances must you submit a product identity

amendment to your prior notice after you have submitted it to FDA?

(a) If any of the information required by § 1.288(e)(1) did not exist at the
time you submitted your prior notice and the prior notice you submitted was
therefore incomplete, you must amend your prior notice with complete

- product identity information by the deadline specified in § 1.291.

MIE
(277

i

Y i
CL: iy
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§ 1.291 What is the deadline for product identity amendments under § 1.290?

Am

STTted "States |

,(99/2 hours prior to the time of arriva@‘fheﬂaal—made-ef-&aﬂspoft-te&/

§1.292 How do you submit a product identity amendment to a prior notice?

You must submit p accordance with

§1.287.
§ 1.293 What are the consequerices if you do not submir a product identity

amendment to your prior notice?

(a) If you informed FDA in your prior notice that you would be submitting
a product identity amendment but you do not amend your prior notice
completely, the prior notice is inadequate for the purposes of § 1.278(a),

(b) If you informed FDA in your prior notice that you would be submitting
a product identity amendment and you submit your amendment after the
deadline provided in section 1,291, the prior notice is inadequate for the
purpose of § 1.278(a).
§1.294 What must you do if the anticipated arrival information (required

under § 1.288(k) (1)) submitted in your prior notice changes?

(@ If any of the ahticipated arrival information required under § 1.288(k) (1)

-~ changes after you submit a prior notice to FDA. you must submit an arrival
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U. S Purchaser

T AN CTt | W

HREHE,

U.S. Agent of Purchaser

o U.S. Agent of Importer

0 Carrier

Q _In-bond Cartier

Name of Fion |

FDA Registration Number

#Street Address |

City |

State

Zip

Phone

FAX

E~mail address

U

o Consnmption

0 T&E

g IR |o Mail g Trade Fair

B0 Warehouse

a TIB

o Ba e |g Other

FORM FDA 3540 (01/03)
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ot

City !
State/Province

A Zip/mail code
Country
Phone

FAX

E-mail addrcss

la Yes l How Man‘y? l

Standard Camer Abbrewatxon Codc | | I !
Name of Firm |

Street Address |

City |
State/Province
Country
Zip/Mail code
Phone

FAX

E-mail address

Standard Camer Abbrewatxon Code o
Name of Firm |
Street Address |

State/Province
Country
Zip/Mail code
Phone

FAX

E-mail address e

l/ z:.»../ [~ X1

| o {Other

o fOcean ves{el

Yes o No
1o Yes |o No
/
This form must be submitied by the--S-Tmporter-crlLS.Puschaser, or-U-S-AgeiT of the

importer or purchaser, of the article of food being imported or offered for import. Under |8
U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement 10 the U.S.
Government is subject to crzmmal penglties.

FORM FDA 3540 (01/03)
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U.S., where they came from, and when they will arrive Heswovssas3tated.-
abowes FDA is proposing three regulations to address these needs so the costs
and benefits of any one regulation will be closely associated with related
provisions in other proposed rules. With the regulations in place, the agency
would have the additional tools necessary to help deter and respond to
deliberate threats to the nation’s food supply as well as to other food safety

problems.

This proposed rule would apply to all FDA-regulated food for human and
animal consumption imported or offered for import into the United States with

the exception of food carried in a traveler’s personal baggage for personall\ use. : oct !2/201

mump&orrfqﬂs

identity of the artigfe, the identity of importer, manyfacturer, shipper, and
sl o

igin, the gountry from which the article

e notification must provide the

was shipped, and\the anticipated port of entry. In agddition, the notification
must provide the identity of the person whe-stibmits the prior notice, the
owner, the consignee, the carrier, the Customs entry number, anticipated time
and date of arrival, and, if the food has already been refused admission and

required to be held, the location where it is held.

A growing percentage of food consumed in the U.S. is imported; the value
of food imports is now close to $50 billion per yeat;. (Ref. 2) In the aftermath
of the terrorist attacks on the U.S. on September 11, 2001, Congress deterfnined
that the existing requirements for the importation of FDA-regulated food
products were insufficient to protect the safety of the U.S. food supply.

Before Septembef 11, 2001, FDA had approximately 150 personnel in the

field processing imported food entries based on FDA'’s programs and



j;wfe/\/ﬁ"ﬁ %54
Using information from the OASIS system, FDA was 2lso Nse@T

®
ON p.5Z

able to determine that there are approximately 100,000
foreign manufacturers (of a finished product). Foreign
manufacturers are not responsible for submitting prior
notice, and therefore, while not unaffected by prior

notice, foreign manufacturer costs associated with this

proposed rule will be~assumed to be spimad across the

ave ¢hracfﬁ; .
erefore not addressed in

supply chain and is analysis.

FDA requests \information on the size of /festablishments =
likely to be affected by this rule, ineltding the foreign
manufacturers of food products and the importers and

consignees receiving the imported food shipments.
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1. Currext state gfthe world, pre-statute (baseline). ,'!/ 22 /)0 S . Ax

2. Prior notice time of 4 hours or less; electronic submission of
information. This option would require the persons responsible for all food
imported or offered for import into the U.S. to notify FDA of their intent to
import articles of food through a U.S. based-importer or purchaser (or their
U.S.-based agent). This option applies to all imported foods, except for food
exclusively regulated by USDA and food imported with personal baggage for
personal,‘:egf;tsumpﬁorgégardless of entry type or mode of transportation used

for import. Submission of prior notice information (including addresses of all

occ {’2_/20/'0

porters owners, manufacturers, consignees, identity and quantity of food,
tn ‘& (Raki)
ntry of—er-igm’é)u

port of entry,

try of shipping, date, expected time of arrival, expected

and grower if known) must be electronic.

3. Require all components of option 2, but lengthen the minimum prior

notice time to 8 hours (statutory self-executing provision).

6w some prior notice

sy p).

Option one-Eurrert state of the world, pre-statute.

Having no prior notice requirements is option 1 in our analysis. The
statute requires that FDA issue prior notice regulations, so this is not a legally
viable option. However, the Office of Management and Budget (OMB) cost-

benefit analysis guidelines recommend discussing statutory requirements that
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personal baggage entries will be minimal and thus these costs are not included
in this analysis. FDA requests comment on this assumption.

According to OASIS data, the average imported entry contains 2.6 lines,
which means that there are typically more than two different articles of food
per import entry: e.g., 100 cases of tuna and 50 cases of canned peaches in

the same shipment. A prior notice must be filed for each of the lines in an

, \ -
w> v T ——— INSZKT 12
FDA estimates that it will take, on average, one hour to prepare a prior Oomé !/ 22/05

notice each time an import entry of 2.6 lines is submitted, including the time

it takes to update or amend information for each entry line as necessary. This

time is an average; some prior notices will take lonéer than one hour to

complete and other prior notices will take less than one hour to complete. <:I/\S»U(+ G’ ‘\1

This hour includes 45 minutes of an administrative worker’s time to gather

ffizm{'

as necessary, and then 15 minutes of the manager’s time {o verify the

and each line requires a prior notice, then each line is estimated to take about
23 minutes to complete.

Using the OASIS information that the average imported entry coﬂtains 2.6
lines; we can then divide the 4.7 million OASIS lines by 2.6, which results
in 1,807,692 expected import entries. Table 3 shows that the annual @ost of

prior notice submissions based on 1,807,692 entries would be $59,689,990.
TABLE 3.—COST TO FILL OUT PRIOR NOTICE SCREENS BY IMPORT ENTRY (MUST BE ELECTRONIC)

Administrative worker time at $25.10 wage rate 45 minutes
Manager time at $56.74 wage rate 15 minutes
Administrative worker costs per entry $16.83
Manager costs per entry ’ $14.19
Totat Cost per import entry . $33.02
FY2001 OASIS entry lolal based on 4.7 million fines 1,807,692
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aware of the registration requirement at the U.S. port of entry. For these
ﬁﬂfacilities, the cost of complying would be the possible one-time loss of value
of their shipment and other costs of delay, in addition to the cost of registering
and finding and hiring a U.S. agent. FDA estimates the cost to foreign facilities
of becoming informed about the regulatory requirement is the number of
foreign facilities multiplied by either the cost of information, re-exporting the

shipment, or a delayed shipment at the U.S. port, whichever is lower.

FDA must hold shipments at the United States port for as long as it takes
the foreign facility to register with FDA. To register, a foreign facility first must
be informed of the delay at the port by the importer, consignee, owner, or
transporter. This may happen very quickly via a phone call or e-mail message,
or take hours if there is a large difference in time zones. Next, the foreign
facility must find and hire a U.S. agent, if it does not already have one. If
the foreign facility is open during United States business hours and has access

to the Internet and a fax machine to find an agent and sign a contract, it may
find an agent quickly. If the foreign facility is not in a time zone compatible
with customary business hours in the United States or does not have easy
access to the Internet or fax machine, finding and hiring an agent may take
longer. The cost of the delay to the foreign facility is the cost of storing the .
shipment and loss of value of the shipment due to the delay. For perishable
products, a delay may reduce the value of the shipment significantly, perhaps

I NseRT

even to zero. For non-perishable products, there may be transaction costs due @

to cancellation of a contract and finding a new buyerm é"i,""’?‘LS C°"'{"’f¥"“k on —‘:l'e'
\e,vs‘j‘\-h of ée‘qy Lov ghipmenits held wWhile uq'v}!.ng for Yhelove WJn ch“‘%‘/ to ref)m\e"
an

on e Qosds of Yhe \a.y, suchas loss of ‘,machvq\ue‘ storage aos-!s, and

\%.FDA costs Avansaction cogls .
FDA'’s costs include creating and maintaining a database, processing paper

submissions, and sending annual mailings to registrants. Developing and
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3. Add to page 68, before the last sentence of "Costs due
to port delays" section.

FDA expects that to the extent there are significant
port delays, they typically will occur with food
manufactured/processed, packed or held at facilities
that ship infrequently to the United States. Delays

(iﬁjjﬁggfgdbe longer and more likely for shipments
from facilities that are more distant from the
United States or have difficulty communicating with
the United States. Perishables, due to their short
shelf life, are more likely to be shipped from
countries that are geographically c¢lose to the
United States. For these reasons, FDA expects that
costs arising from delays for non-perishable
products may be as high or higher than costs arising
from perishable products.
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Table 9 presents a summary of the costs associated with

option 2. Also presented in Table is the present value

alevizte
is opti sing the OMB-

of the costs associliated with t

recommended discount rate of 7\percent.

Table 9-Summary of Costs for Option Two

Research costs $4,908,509
Computer acquisition costs $8,315, 755
Annual costs to fill out prior

notice screens (includes updates

and amendments) $59,689,990
FDA prior notice system cost $4,421,176
Lost value for Mexican produce $16,600,920
Lost value for Canadian produce $1,928,765
L.ost value for Mexican seafood 41,863,805

ost value for Canadian seafood $30,929,417
Total Costs for Option 2 $128,658,337

Present Value of Costs $1,603,543,969




TABLE /9/.——LOSS IN VALUE CAUSED BY RESUBMITTED PRIOR NOTICE UNDER OPTION THREE—Continued

Perishable Seafood

16 7% reduction in value for 25% of Canadian seafood $77,789,347

Tasert 3 her calonfr
Option four: prior notice received by noon of the- bumess day prior to the {

day of crossing; electronic submission of information; any change in
information requires resubmission.

This option requires that prior notification be submitted no later than noon
of the %ﬁsiﬁesscjay prior to the expected day of crossing. Under this option,
prior notice submitters will have to let FDA know of the incoming food
shipment at least 12 hours before the shipment reaches a U.S. point of crossing.
This fourth option would likely cause a change in importer business practices
and the business practices of their clients in much the same way as option
three, but the potential loss of product value is higher because the minimum ‘3
prior notice time has increased. .

Again, how business practices will be affected by prior notice

requirements depends on how early the invoice orders are received, the

stzn&

timeframe in which the truck was loaded, and when prior notice is submitted. & omd) /240 2

As before, we assume that as the minimum notice time increases, the

likelihood of a resubmission also increases, butéss than proportionallyNo the

g, since the prior notice time frame fdr
P lease= (0@ covama

to adjust and resubmit prior notice ipformation is higher. Instead of 25 percent
of the importers of perishable products vfexico having to
resubmit their notices, we will assume that the 12-hour submission timetable
means that 40 percent will have to resubmit their notices.

We increase the percentage of resubmission this time by 15 percent

because as the prior notice time frame increases relative to the time of entry,
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it becomes more likely that the prior notice information will change after the
notice is submitted to FDA, thus requiring resubmission. The transporters of
products with resubmitted prior notices may then have to wait as long as 12
hours, which affects 7.1 percent of the produce life span (12 hours out of 168

hours) and 25 percent of the seafood life span (12 hours out of 48 hours).

|
Table /1»0’ shows the loss in value caused by the resubmitted prior notice
information for the 40 percent of imported Mexican and Canadian fresh ;o
seafood and produce that might be affected. As a result of having to give prior
-alerdar
notice by noon the%&'mese day prior to entry, the Mexican fresh produce
industry would lose $98,222,110 and the Canadian fresh produce industry
would lose $11,411,858. The Mexican fresh seafood industry would lose
$11,227,741 and the Canadian fresh seafood industry would lose $186,321,789

in value. [~
TABLE )({—Loss IN VALUE CAUSED BY RESUBMITTED PRIOR NOTICE UNDER OPTION FOUR
Perishable Produce
2001 Imported Mexican Produce Total Retait Value $3,458,525,000
7.1% reduction in value for 40% of Mexican produce $98,222,110
2001 Imported Canadian Produce Total Retait Value $401,826,000
7.1% reduction in value for 40% of Canadian produce $11,411,858
Perishable Seafood
2001 imported Mexican Seafood Total Retall Value $112,277,406
25% reduction in value for 40% of Mexican seafood $11,227,741
2001 imported Canadian Seafood Total Retall Value 3 $1,863,217,894
25% reduction in value for 40% of Canadian seafood $186,321,789

We now |ta
the effects of allowing changes to the prior notice submission. Since prjor

(
bmitted by noon on the %sinessrday prior to U.S. gntry,

notice must be
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it is reasonable to expect that not all the information required on a prior notice
will be final. Allowing changes to the original submission, in the form of
electronic product identity amendments and arrival updates, should improve
the flow of import traffic by reducing the number of prior notice resubmissions
and thereby reducing the loss of value for perishable foods, since they will

not have to wait much extra time, if any at all, before crossing the U.S. border.

The prior notice screen will have required fields for the addresses of the

submitter, importer, owner, and consig ; transporter,

manufacturer, and grower if krfown. Required information wo

Yhe oricyatt W'ﬁ":g

the identity of the article of food, it igin, the ¢

also include

the food was shipped, its Custsqns entry number, and the date;time, and

expected port of entry.

Increasing the number of required fields that can be changed on the prior
notice screen prior to entry reduces the likelihood that the information would

have to be completely resubmitted by importers. This change would lessen

the tipné burden, ahd therefore the cost, of having to submit prior notice.

quantity of the product being imported, time to port of arrival, and the

anticipated port may change or is not known until just before shipping.

Assuming that prior notice can be amended and updated would reduce
the number of resubmissions that would normally occur. For this option then,
with amendment and updates, we will assume that the number of prior notice

+Qu the notice will be

" reduced from 40 percent (as in optiori 4

17 I

A
ntry ffom which  / ,2%/& 3




ﬂ TAB‘§/Z—LOSS IN VALUE CAUSEDNRY RESUBMITTED PRIOR NOTICE UNDER OPTION y
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Q-2 (2
e border would be ¥ hours, ory24%

A 4.2,
han g;l hours out of 168 hours) and 8—3/‘%
2 1

- »‘l ".l"l‘ )‘\.“ .’;
“ \\\'x o 3

hour amendment and updates, for Canadian and Mexican fresh produce and

afood.

Perish Produce
2001 tmphrted Mexican Produce Tota! Retad Value N\ A 3458525000 by
2.4% reguction in value for, 26% of Mexican produce N\ e 000000 § 360, S50
o~ 2001 yhported Canadian Produce Total Retal Value N | $401,826.000
‘ 2.4 reducton in value for 29% of Ganadian produce PN smeres— 909 3853
/&Aﬂ‘ . Perishal food \ ’
\W/zom Imported Mexican Seafood Total Retal Value - N $112.277.406
\o\’qas%redudmhvammﬂg‘ofmdcmswood/ : TN —treesees 73/ %03
/(“ 2001 Imported Genadian Seafood Total Retgifilue . \§1,883.217,894
8.3% reduction in value for 8% gf-Canadian seafood ~ Dot~ /5, ‘/6‘// 909

Tabte }Zigompares the reduction in the costs of this rule if an amendment
[

and update to prior notice is allowed (option 5) as opposed to the no-

TABLE —COMP, OF OPTION FOUR WITH OPTION FIVE (I '\‘\ \ . .‘-.
Perishable uce Value loss \ \\ v

amendment option 4.

omson4-1zmnﬁmmksem.uo) — /\?—-4;———-—\~q 0% 1A, /1D occ !

Option 5-12 hour notice with changes " N\ ~$16;000,920~ ?360 460

Savings with amendment and update - N S04t (97 (3/ S
_— W

Option 4-12 hour mlnw

N $11.411,858
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processors, because they will not have t¢/resubmit their

prior notice when importing food to t U.S. as frequently,
but instead can amend or update the/notice. However,
option 5 will be mors burdensome/to the fresh produce
growers and seafood prosessoré than option 2, even though
the final time for submisgfon of the prior notice
information is four houx¥s befdre entry in both cases. This

is because the initi timeframe

for prior notice
submission in option S is longer (ndon the calendar day
prior to entry)/than option 2 and ther®fore requires more
effort and pX¥anning than the four hour pripr to entry

notice wi no amendment.
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This

with
costs to importers (as compared g6 option 4) and therefore“l"O

option)&flowers the prior notice

Mexican and Canadian fresh produce growers and seafood
processors, because they will not have to resubmit their
prior notice§when importing food to the U.S. as frequentlye
~+bufizhsteaé©g§% amend or update the notice§ Option 5 would
save a minimum of 10 hours wait time per entry that can be
amended or updated for the prior notice over the time used
in option 4; the maximum time products would have to wait
at the border would be 2 hours, or 1.2 percent of the fresh
produce life span (2 hours out of 168 hours) and 4.2

percent of the fresh seafood life span (2 hours out of 48

N
gubmitting pXior

ith a?%—hour anjendment Aﬂ7%ﬁ4

%0 %
fresh proddce and {%;%9;

hours). Table 14 shows the costs of
notice for a 12-hour minimum time,
and updates, for Canadian and Mexicay
seafood.
Table 14-Loss in Value Caused by Resubmitted Prior Notice under
Option Five )

Perishable Produce
2001 Imported Mexican Produce Total Retail

Value $3,458,525,000
1.2% reduction in value for 5% of Mexican
produce $2,075,115
2001 Imported Canadian Produce Total Retail
Value $401,826,000
1.2% reduction in value for 5% of Canadian

roduce $241,096

Perishable Seafood

2001 Imported Mexican Seafood Total Retail
Value $112,277,406




LN A T [ O 9 A S S

( A‘\/Eo,uo
N—]

4.2% reduction in value for 5% of Mexican

seafood $235,783
2001 Imported Canadian Seafood Total Retail

Value $1,863,217,894
4.2% reduction in value for 5% of Canadian

seafood $3,912,758

Table 15 compares the reduction in the costs of this

rule if an amendment and update to prior notice is allowed

(option 5) as opposed to the no-amendment option 4.

Table 15-Comparison of Option Four with Option Five

Perishable Mexican Produce Value loss
Option 4- 12 hour minimum notice $98,222,110
Option 5- 12 hour notice with changes $2,075,115
Savings with amendment and update $96,146,995
Perishable Canadian Produce Value loss
Option 4- 12 hour minimum notice $11,411,858
Option 5- 12 hour notice with changes $241,096
Savings with amendment and update $11,170,762
Perishable Mexican Seafood Value loss
Option 4- 12 hour minimum notice $11,227,741
Option 5- 12 hour notice with changes $235,783
Savings with amendment and update $10,991,958
Perishable Canadian seafood Value loss
Option 4- 12 hour minimum notice $186,321,789
Option 5- 12 hour notice with changes $3,912,758
Savings with amendment and update $182,409,031

Table 16 presents a summary of the costs associated with
option 5. Also presented in Table 16 is the present value
of the costs associated with this option using the OMB-

recommended discount rate of 7 percent.

Table 16-Summary of Costs for Option Five
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Research costs

54,908,509

Computer acguisition costs

$8,315,755

Annual costs to fill out prior
notice screens (includes updates
and amendments)

$59,689,990

FDA prior notice system cost

$4,421,176

Lost value for Mexican produce $2,075,115
Lost value for Canadian produce $241,056
Lost value for Mexican seafood $235,783
Lost value for Canadian seafood $3,912,758

Total Costs for Option 5

$83,800,182

Present Value of Costs

$962,713,183

Al
e
N

NTW
INSERT

L



f*”' ™,

LIS~

Table IM4-Loss in Value Caused by Resubmitted Prior Nogice under

Option Fiye

S

2001 Imported\Mexican Produce Total Retail
Value

2.4% reduction imvalue for 25% of Mexican
produce N 4

$3,458,525, 000

$20,751,450

$401 826 ooo

2001 Imported Canadi Produce Total RetzZil
Value

2.4% reduction in value Xor 25% of Cgfadian =
produce A\\ $2 410 956

Perishable Se&iqod //

2001 Imported Mexican Seafood tal Retail
Value

8.3% reduction Jn‘value’for 256 ofoex
Eeafood ) N i

$112 277,406

2001 Imported Canadlan Se food Total tail
Value

lseafood
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\éﬁple 15-Comparison of Option Four with Option Five

\\ Perishable Mexican Produce Value loss //
Optfpn 4- 12 hour minimum notice $98,%é2,110
Opti&ﬁ 5- 12 hour notice with changes $20/651,150
Savingé\with amendment and update $Z/2470,960

Perishable Canadian Produce Value loss/
Cption 4:\;2 hour minimum notice /é11,411,858
Option 5- i@ hour notice with changes // $2,410,956
iSavings Witﬁ\amendment and update / $9,000,902
Pékishable Mexican Seafood Value yéss
Option 4- 12 héur minimum notice /' $11,227,741
Option 5- 12 hodx notice with changes /' $2,329,756
Savings with amem&@ent and update / 58,897,985
Perishaﬁ\g Canadian seafood Vd&ue loss
Option 4- 12 hour midimum notice / $186,321,789
Option 5- 12 hour notfqe with changes// $38,661,771
Savings with amendment‘&gd update /’ $147,660,018

Table 16 presents a summary\ of thg¢ costs associated with
option S. Also presented in Raple 16 is the present value
of the costs associated with option using the OMB-

recommended discount rate o

Table 16-Summary of Costs for Optlon Five

esearch costs / %4,908, 509
Computer acquisition gosts $8\ 315,755
Pnnual costs to fill/out prior :
notice screens (ingludes updates
and amendments) $59, 689 990
FDA prior notice/system cost $4,421,176
Lost value for Mexican produce $20,751,1%50
Lost value for/Canadian produce $2,410, 956
Lost value fgr Mexican seafood $2,329, 756
Lost value for Canadian seafood $38,661,771

otal Costfg for Option 5 $141,489, 063
Present VAlue of Costs $1,786,840,054

/ (U"AM



MK—’COMPAR[SON OF OPTION FOUR WITH OPTION FiIVE—Continued

Perishable Canadian Produce Value loss

Option 5-12 hour notice with changes \ ; S 7(EL/I 33/—7)

Savings wilh amendment and update \ / 30483053 O ) Y 4 (\j/ ij
Perishabbﬂh{ican Seafood Value loss
Option 4-12 hour minimum notice $41,227.741
Option 5-12 hour notice with changes /< 3663666 [;3 ! 303
Savings with amendment and update -$938393 /O J 9(/5 . ?3
- /
/Pﬁshable Canadian seafood Value loss \
Option 4-12 hour minimum notice $186,321,789
Ooti . . / C
ption 5-12 hour notice with changes ~$IrzoETT— | 6; 4 (OL'{ }WO .
Savings with amendmenWle ‘M ]F ’ e
— (\
(PR e
o Calendol G
Op¥ion six: prior notice received by noon of thebwusiness day prior to the dgy e
of.crossiqg; electronic submission of information; changes to prior notj¢e vary
in time allowed for submission by mode of transportation. ¢ -
N
As we outlined in our description of option 2, current inférmation on food-
importing practices shqQws that the party responsible for jfiported food
products traveling to the Uxited States by vessel notiffes Customs and FDA
before their arrival, especially i cases of trans-og#anic voyages. Allowing
changes, through amendments or updates to jHeir prior notices could be useffil, KQ,XQ‘C

but it is likely that few parties responsibig’for food being imported by vessel
will need to use this option. Importegf transporting food products by airplane
currently certify their cargo manjfésts with Cusiqms as soon as the plane has
taken off from the airport of th€ exporting country.¥\llowing changes to prior
notice of import for airplafie shipments may or may noibe useful to the
importer, depending/n the originating foreign location ar\ the mandated
original prior nogce submission time.

Given tifé above assumptions regarding vessel and airplane sRipments of

imporged food, we will assume that prior notice amendment or updXes will

of have substantial effects on costs for these two conveyance types. Ind{gad,
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we again turn our attention to imported food that arrives in the U.S. via ground

transpdytation, especially by truck, because these shipments do not currentl
give notide prior to their arrival at a U.S. border and thus would most lik %
benefit from\being given the option to change the information on their/riginal

prior notice submission before arrival at the U.S. border.

As in option S\we assume that the original prior notice forgi must be
. Cole~ .
submitted by noon of the business-day prior to crossing a U,3. border. We “
also assume that the initiaNprior notice can be amended gr updated in a !
number of ways: to change shipment quantity, to add fhe name of the grower,
to change the anticipated port of egtry, or to changg the expected time of

arrival at a U.S port.

Allowing updating and amendments\to frior notice just a few hours before w
arrival at a U.S. border would be useful, §orexample, for those Mexican and \52,
Canadian fresh produce and seafood pfoducers\wvhose shipments originate

from farms of waters within a shor/distance of the\U.S. border. A flexible

time limit on amendments and ypdates for trucks woild allow the truck to

pass through the border muclf sooner than with no amengdment or updéte, or

with an amendment or update time not varied by conveyarige type.

We assume that hgving an amendment and update option With a time

frame specifically fgr truc;\ reduce?afglf number of prior notice resgbmissions ;7?5 .
from 20/ percen*t’" 05 p?:;f:en&or fresh produce and seafood 1mported om i / of ind
Mexico and Canada. We reduce the number of resubmissions by,l&’ perceqt

to account/for the decreasing number of resubmissions necessary as the

minimuy#/n time for prior notice amendment submission decreases. We assume

that 38 the minimum notice time decreases, the likelihood of a resubmission



$3,912,758 for Canadian seafood.

TABLE ?./—LOSS IN VALUE CAUSED BY RESUBMITTE JOR NOTICE UNDER OPTION SiX (PROPOSED RULE)
\q Perishabfe Pigduce

2001 Imported Mexican Produce Total Retail Value / \ $3,458,525,000
1% reduction in value for 5% of Mexican produce / \ $1,729,263
2001 Imported Canadian Produce Total Retail Value / \ $401,826,000
1% treduction in value for 5% of Canadian produce / \ $200,913
/ " Petishable Seafood \
2001 imported Mexican Seafood Total Retail Valve /' \ $112.277,406
4.2% reduction in value for 5% of Mexican seafood /. \ $235,763
2001 Imported Canadian Seafood Tota! Retail Valua /- \ $1,863.217,804
4.2% reduction in value for 5% of Canadian seafgdd N $3.912,758

€
Table{ y/shows fresh seafood and produce value saved b the addition i @ .
of an amendment of update to the prior notice submission by conveyance type ‘“:\ ) L t
281,522,043
is 8ccmpared with not having an a menyeg update option
and saved when compargd aving a gengric amen mentj
update o AT LQ’ e
TABLE )(——COMP FOUR, F SIX (PR u dc.z,(d@d
N Value loss
Option 4-12 hour minimum notice V"\ $98.222,110
Option 5-12 hour notice with amendmentiupdate N Ssswen- &, 300, Y©0
Option 6-12 hour notice with amendmentiupdala-byCoiweyance type N $1.729.263

— \



Table 18-Comparison of Options Four, Five, and Six

(Proposed Rule) //
\ Perishable Mexican Produce Value loss //
Optkpn 4- 12 hour minimum notice $98,23§,110

Optidn 5- 12 hour notice with

amengﬁent/update $20/751,150

Option\i— 12 hour notice with ///

amendment /update by conveyance type $1,729,263

iSavings &f compared to non-

amendment Xupdate option / $77,470,960

iSavings as\compared to generic

lamendment /update $19,021,887
Pékishable Canadian Produce Valye loss

Option 4- 12 hjur minimum notice $11,411,858 Y

Option 5- 12 hdﬁ{inotice with /// /’ \8ﬁ>

amendment /update $2,410, 954 \SJ

Option 6- 12 hour\gftice with éﬁ;;

amendment /update by conveyance typ $200,91

Savings as compared Yo non- )

amendment /update optivon $9,000,902

Savings as compared to\generic

amendment/update \\\ /// $2,210,043
Perishable Mei@ca#’Seafood Value loss

Option 4- 12 hour minimum Rbtice $11,227,741

Option 5- 12 hour notice/yﬁl%i

amendment /update . 82,329,756

Option 6- 12 hour noti;%’with‘\kyp

amendment /update by copiveyance e $235,783

Savings as comparedgzé non-

amendment/update optdon $8,897,985]

Savings as compared to generic \\\

lamendment/update $2,093,973
Perishéble Canadian seafood\yalue loss

Option 4- 12 hqﬁf minimum notice \\ $186,321, 789

Option 5- 12626ur notice with )

amendment /update \\\ $38,661,771

Option 6- 1% hour notice with

amendment /Ypdate by conveyance type $3,912,758

Savings ag compared to non-

jamendmenf/update option 47,660,018

avings/ as compared to generic \\3\
EmendmZ;t/update $34)749,013

;lor\’\‘. reyet PG“&/



Table presents a summary of the

recommended disgount rate of 7 percent.

Table 19-Summa of Costs for Optigh Six

Research costs \ L $4,908,509
Computer acquisition CO§K§ // $8,315, 755
Annual costs to fill out ior

notice screens (includes upSateés

and amendments) $59,689,990
FDA prior notice system cogt \ $4,421,176
Lost value for Mexican pyéduce \ $1,729,763
Lost value for Canadian/produce \ $200,913
Lost value for Mexicay seafood N $235,783
Lost value for Canaddan seafood N\, $3,912,758
Total Costs fory(ion 6 \$83,414,147
Present Value of/Costs $9%57,198,397

-
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This me{e—ﬂex%b'léqution mers the prior notice costs to importers (as

+o
~<ompared to option 4) and therefore Mexican and Canadian fresh produce
growers and seafood processors, because they will not have to resubmit their
. . S . . .
prior IlOthﬁ when importing food to the United States as frequen

:E'stead'f éﬁ’i‘l amend or update the noti:c%‘: However-eption 5 will bemore <O _
= A

O n ta-thae-Brach-mradireo )
SH-50H 6 BTOCU O <

y inm both cases. Thi

5 (e
&— %Chigéption/\would save a minimum og\t'h/glfrs wait time per entry that

can be amended or updated for the prior notice over the time used in option

)
" 4; the maximum time products would have to wait at the border would be

i/l:)urs, or,[\'?. percent of the fresh produce life span (,?’Hézrs out of 168 hours)
anci('&z./'s’lﬁercent of the fresh seafood life span ours out of 48 hours). Table
14 shows the costs of submitting prior notice for a 12-hour minimum time,
with a:mur amendment and updates, for Canadian and Mexican fresh

produce and seafood.

TABLE 14.—L0SS iN VALUE CAUSED BY RESUBMITTED PRIOR NOTICE UNDER OPTION FIVE

‘ Perishable Produce
2001 imported Mexican Produce Total Retail Value $3,458,525,000
{ ,Q"/Mrgducﬁon in value for 25% of Mexican produce *?I 2 , 07 5, { 15 ~$20;75 4450
2001 Imported Canadian Produce Total Retail Value $401,826,000
{.2_ jfé/'ﬁeducﬁon in valye for 25% of Canadian produce ’é 2‘[- I ) o ?Q 32,430,056~
Perishable Seafood
2001 Imported Mexican Seafood Total Retail Value $112,277,406
M_Medumion in value for 25% of Mexican seafood §' 23 5 p 7%3 ~S2320: 756~
2001 Imported Canadian Seafood Total Retail Value ) $1,863,217,894
4.2 95 reduction in valus for 25% of Canadian seafood $ 2 R 912 ,'758 3B OBTTTT




~~and update to prior notice is allowed (option 5) as opposed to the no-

amendment option 4.

o517

Table 15 compares the reduction in the costs of this rule if an amendment

TABLE 15.—COMPARISON OF OPTION FOUR WITH OPTION FIVE

Perishable Mexican Produce Value loss

Option 4-12 hour minimum notice $98,222,110

Option 5~12 hour notice with changes $ 2 , 075 (| 5 - 520,751:460

Savings with amendment and update é Q & . { L{G , C?q 5’ SZz470860
Perishable Canadian Produce Value loss

Option 4-12 hour minimum notice , $11,411,858

Option 5-12 hour notice with changes $t 2 '-‘ I ,0 q 6 AARATE95E

Savings with amendment and update $' [ l . [ '7 0, 7 G 2. 48,800,502
Perishable Mexican Seafood Value loss

Option 4—12 hour minimum notice $11,227,741

Option 5-12 hour notice with changes . § 235 , 7373 —$2.320786—

¢ (0,991,958 sapomsne

Savings with amendment and update

Perishable Canadian Seafood Value Loss

Option 4-12 hour minimum notice

$186,321,789

Option 5-12 hour notice with changes

=3 ql2. 758

—§88;661,77 1T

Savings with amendment and update

$ |82, 409, o3|

_$142,660,048—

Table 16 presents a summary of the costs associated with option 5. Also

presented in table 16 is the present value of the costs associated with this

option using the OMB-recommended discount rate of 7 percent.

TABLE 16.—SUMMARY OF COSTS FOR

OPTION 5

Research costs $4,908,509
Computer acquisition costs $8,315,755
Annual costs to fill out prior $59,689,990

notice screens (including

updates and amend-

ments)
FDA prior notice system $4,421,176

cost

Lost value for Mexican
produce

Lost value for Canadian
produce

Lost value for Mexican sea-

food

Lost value for Canadian
seafood

Total Costs for Option 5

Present value of costs

ﬁ};ﬁw/$2/o7 5,115
oo d 241, 096
~ezmered 235 7973
ngqtzlﬁ%
s 33,200 (B
wqezma} 1273
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Option six: prigr notice received by noon of the calendar day prior to theg' day

~~0f crossing; elecionic submission of information; changes to prior ngtice vary

in time allowed foy submission by mode of transportation.

As we outlined I our description of option 2, current inférmation on food-
importing practices shqws that the party responsible for imgported food
products traveling to the United States by vessel notifieg Customs and FDA
before their arrival, especially in cases of trans-oceanic voyages. Allowing
changes, through amendmenty or updates to their grior notices could be useful,
but it is likely that few parties responsible for fgod being imported by vessel
will need to use this option. Imponters transpdrting food products by airplane
currently certify their cargo manifests with/Customs as soon as the plane has
taken off from the airport of the exportipg country. Allowing changes to prior

mnotice of import for airplane shipmenté thay or may not be useful to the

importer, depending on the originating foréign location and the mandated

original prior notice submission tjtne.

Given the above assumptiofis regarding vessel and airplane shipments of
imported food, we will assumye that prior notice amendment or updates will
not have substantial effects/on costs for these two copveyance types. Instead,
we again turn our attentign to imported food that arrives in the United States
via ground transportation, especially by truck, because these shipments do not
currently give notice/prior to their arrival at a U.S. border and thus would
most likely benefit Afrom being given the option to change the\information on

their original prigr notice submission before arrival at the U.S. horder.
As in optign 5, we assume that the original prior notice form must be

"™ submitted by hoon of the calendar day prior to crossing a U.S. bordex We

also assume that the initial prior notice can be amended or updated in
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number of ways: to change shipment quantity, to add the name of the grgwer,

~=0 change the anticipated port of entry, or to change the expected timég of

arrival at a U.S. purt.

Allowing updatiihg and amendments to prior notice just a few hours before
arrival at a U.S. border would be useful, for example, for those Mexican and
Canadian fresh produce and seafood producers whose shipments originate
from farms or waters within a short distance of the U.$. border. A flexible
time limit on amendments and updates for trucks would allow the truck to
pass through the border much soonenthan with n6 amendment or update, or

with an amendment or update time not Xaried by conveyance type.

We assume that having an amendment\dnd update option with a timeframe
specifically fof trucks reduces the numbey of jrior notice resubmissions from
25 percent under option 5 to 5 percent inder option 6 for fresh produce and
seafood imported from Mexico and Qanada. We redyce the number of
resubmissions by 20 percent to acgount for the decreasing number of
resubmissions necessary as the minimum time for prior nptice amendment
submission decreases. We assume that as the minimum notice time decreases,
the likelihood of a resubmigsion also decreases, but more than\proportionally
to the change in minimuyh notice time. FDA requests commentson this

assumption.

Table 17 shows/the costs in terms of lost value for fresh produce and
seafood from Mexico and Canada if importers are allowed to amend and\update
their original pfior notice submission up to two hours prior to crossing the
border. In th¢ worst case, the truck might have to wait 2 hours (2 hours of
- the 168 hofir life span for produce, 2 hours of the 48 hour life span for seafood)

at the border before being able to cross. Annual costs associated with loss in
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value for these fresh products would be $1,729,263 for Mexican produce an

~$200,913 for Canadian produce, and $235,783 for Mexican seafood and

$3,912,758\for Canadian seafood.
TABLE

—LOss IN VALUE CAUSED BY RESUBMITTED PRIOR NOTICE UNDER OPTION SIX

Perishable Produce

tal Retail Value

2001 Imported Mexican Produce / $3,458,525,000

1% reduction in value for 5% of Me)gbin produce / $1,729,263

2001 Imported Canadian Produce Total Retail Value / $401,826,000

1% reduction in value for 5% of Canadian pMce / $200,913
Perishable Seafood /

2001 Imported Mexican Seafood Total Retail Value \ / $112,277,406

4.2% reduction in value for 5% of Mexican seafood \ / $235,783

2001 imported Canadian Seafood Total Retait Value

N\ /

$1,863,217,894

N\ /

4.2% reduction in value for 5% of Canadian seafood $3,912,758

Table 18 shows the fresh seafood and pyoduce value saved by the addition

of an amendment or update to the prior pitice submission by conveyance type

is $281,522,043, compared with not h amendment or update option

and $19,582,738 saved when compgred to having a generic amendment and

update option.
TABLE 18.—COMPARISON OF OPTIONS FOUR, FIVE, ANR SiX (PROPOSED RULE)

Perishable Mexican Produce Value loss

Option 4~12 hour minimum notice / \ $98,222,110
Option 5~12 hour notice with amendment/updats/ \ $20,751,150.,
Option 6~12 hour notice with amendment/upgée by conveyance type \ $1,729,263
Savings as compared to non-amendment/y{date option \ $77,470,960
Savings as compared to generic amen%emlupdate \ $19,021,887
/ Perishable Canadian Produce Value loss
Option 4~12 hour minimum noticg/ $11,411,858
Option 512 hour notice with aghendment/update \ $2,410,956
Option 6-12 hour notice wiy amendment/update by conveyance type \ $200,913
Savings as compared to /t(on-amendmentlupdate option \ $9,000,902
Savings as compared/fto generic amendment/update \§2,210,043
/ Perishable Mexican Seafood Value loss \
Option 4-12 hour minimum notice $11 ,25(,741
Option 5~12 hour notice with amendment/update $2,329}56
Option 6~12 hour notice with amendment/update by conveyance type $235,783
Savings as compared to non-amendment/update option $8,897,985
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TABLE 18.—COMPARISON OF OPTIONS FOUR, FIVE, AND SiX (PROPOSED RuLE)—Continued

Perishable Mexican Seafood Value loss

S,

4 “avings as co}pqed to generic amendment/update

$2,093,973

AN

Perishable Canadian seafood Value loss

d

Option 4—12 hour minimNotice

$186,321,789

Option 5-12 hour notice with axgendment/update / $38,661,771
Option 6-12 hour notice with amehqent/update by conveyance type / $3,912,758
Savings as compared to non-amendment{ppdate option / $147,660,018
Savings as compared to generic amendmentipdate / $34,749,013

Res N $4,908,509
mputer acquisition costs \ $8,315,755

Annual costs to fill out prior ,689,990
notice screens (including
updates and amend-
ments)

. FDA prior notice system $4,421,176
) cost

Lost value for Mexican $1,729,763
produce

Lost value for Canadian $200,913
produce

Lost value for Mexican sea- $235,783
food

Lost value for Canadian $3,912,758
seafood

Total Costs for Option 6 $83,414,147

Present value of costs $957,198,397

A ——
Summary of Options

7
Table ZG/gei;es a summary of the costs associated with the prior notice

A
rule for each option prese{_l?ted.

TABLE 207—SUMMARY OF COSTS ASSOCIATED WITH EACH OPTION
Costs Option 1 Option 2 Option 3 Option 4 Option 5 Lption B |
Research Costs $0 $4,908,509 $4.908,§09 $4,908,509 $4,908,509 54,908,509
Costs of acquiring electronic capacity $0 $8,315,755 $8,315,755 $8,315,755 $8,315,755 583187557
ol FDA prior notice system cost $0 $4,421,176 $4,421,176 $4,421,176 $4,421,176 _S44217178 7]
Total annual cost to submit prior notice forms $0 $59,689,990 $59,689,990 $59,689,990 $59,689,990 W
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ABL?O‘/—-(gUMMARY OF COSTS ASSOCIATED WITH EACH OPTION—Continued / b ?

Costs - Option 1 Option 2 Option 3 Option 4 / Option 5 _Oplione—T
f,,e"“"N,,ost value for perishable foods $0 $51,322,907 $128,801,141 $307,183,498 ‘VW&Q& W /
First year cost of each option $0 $128,658,000 $2086,137,000 $384,519,000 $H4474897000 M ~
Annual cost of each option $0 $114,656,000 $192,134,000 $370,517,000 W :

Present value total cost of each option $0| $1,603,544,000{ $2,710,376,000] $5,258,695,000 ,000

Sensitivity Analysis

: | sssz
e
. ‘8 ), 306,000
We estimate that the social costs of the proposed rule (optionAB’fqv/voul >§éq} 798,00
7, o :
be about %\ag/rﬁ/illion in the first year and 3}\6%/1‘}1/illion in later years. Ata 7 > s%z)—ug’ooo

percent discount rate, the present value of the costs of the proposed rule,
2
discounted indefinitely into the future, would be about $964 million. These
A

estimates rely on several important assumptions:

e In option 4, forty percent of prior notices will need to be changed if

- - B ey pr
the notice must be submitted by noon on th(}\ § day prior to entry.
5
(Option 4 is the base for optionAAB/bz;fore amendment.)
{M\
| » Five percent of prior notices will still need to be changed even when
the amendment option is available.
o e

e The amendment option will eliminate all butA e percent of the lost
value of imported fresh produce and all but 4.2 percent of the lost value of
imported fresh seafood.

> [ ﬁé’, amendment” & U da‘t’@- ’(’[W\Q, (s ’('WO L\ou\d EQJFDV'Q. G/vvk‘v*«? .

o The retail value of imported fresh seafood and produce is 100 percent
higher than its wholesale value.

* The number of import entries requiring prior notice will not increase
over time.

e The discount rate for calculating present value is 7 percent.

We now show how our estimates of costs for the proposed option change

“™ under different assumptions. We substitute the following assumptions for those

used above:
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e In option 4, fifty percent of prior noi;lces will need to be changed if the

calemdav
~qotice must be submitted by noon on the.bn.smesfggy prior to entry. (Option

4 is the base for optlonﬁ’%/ fore amendment )
A

* 15 percent of prior notices will still need to be changed even when the
amendment option is available.

e The amendment option will eliminate all but 5 percent of the lost value
of imported fresh produce and all but 12 percent of lost value of imported
fresh seafood

> e, zmmeft’ o' clz:f?, mee, BN ’l%ur L:ows [oeﬁw“e QW‘(’V*? 1

* The retail value of imported fresh seafood and produce is 200 percent

higher than its wholesale value.

¢ The number of import entries requiring prior notice will increase 3

percent per year over time.
o~ » The discount rate for calculating present value is 3 percent.

/ 4

TablesA %nd gzﬁ;w the results of the sensitivity analysis. The tables
N

show that the estimated cost of the proposed rule is most sensitive to the

assumed fraction of prior notices that will need to be changed. The present

value of the proposed rule is most sensitive to the rate of discount.

5
TABLE‘}(.ZSENSITIVITY ANALYSIS FOR ASSUMPTIONS MADE FOR OPTION ﬁ:OPOSED OPTION)
yi

A Annuat Cost Annual Cost Change in An-
Test Under Base As- | Under Test As- nual Cost (or
sumption sumption value)
50% prior notices changed $370,516,823 $447,312,699 $76,795,876
15% prior notices changed with amendment 3 el Z-’UQ &(,(AQA_ $69,44270%2 38456907 S12167451
0_? 5% lost value for produce, 12% lost value for seafood $69,412005 $84,837,174 $15405197
AS Retail value is 200% of wholesale value New %}b(¢ (8 $69,442:097|  §724548%0 $3,009,387
R Prior notice entries increase 3% in second year I b $69,5.12—642 W $2,082.367
V. W ad
a 1482 178 Iy
TABLE 22 —PRESENT VALUES FOR SENSITIVITY ANALYSIS FOR ASSUMPTIONS MADE FOR OPTION,((S;OPOSED OPTION)
A A
! Present Value of
Test Present Value of New Totat Cost Change in Present
€ Base Total Cost Under Test As- Value
sumption
50% prior notices changed xu,a(,(«zi $5,258,695,269 $6,355,779,211 $1,097,083,042
15% prior notices changed with amendment f e $662,498.397 S4480-R25-005 $173;677-566"
ﬁ 5% lost value for produce, 12% lost value for seafood V\w .{'}.HL tq } $957,198;397 $1,177,557,426 $220,368,020°
etail value is 200% of wholesale value $057;198;860 $1;068:817;783 $43,419.388
ROW Prior natice entries increase 3% in second year n QJ({/PA(J&S $957,198;397 $985,384,068" $28;466;586
3% Discount rate $957,198,30% $2,208;235;673 $+252,737.278"
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Table 18-Sensitivity Analysis for Assumptions made for

Option Five (proposed option)

Test

Annual Cost

Annual Cost

Under Base
Assumption

Under Test
Assumption

Change in
Annual Cost

(or wvalue)

50% prior
notices changed

$370,516,823

$447,312,699

$76,795,876

15% prior
notices change
with amendment

$69,798,077

$71,727,578

$1,929,501

5% lost value
for produce, 12%
lost value for
seafood

$69,798,077

$84,837,174

$15,039,097

Amendment time
is 4 hours

569,798,077

$123,843,623

$54,045,546

Retail value is
200% of
wholesale value

$69,798,077

$73,030,451

$3,232,374

Prior notice
entries increase
3% -in second
vear

$69,798,077

$71,588,777

$1,790,700
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Table 19-Present Values for Sensitivity Analysis for

Assumptions made for Option Five (proposed option)

Present Value of
Present Value | New Total Cost

Test of Base Total Under Test Change in
Cost Assumption.- -|-Present-Value
50% prior
notices
changed $5,258,695,269] $6,355,779,211 {$1,097,083,942
15% prior
notices
change with
amendment $962,713,183 $1,042,325,126 $79,611,943

5% lost value
for produce,
12% lost
value for
seafood $962,713,183 $1,177,557,426 $214,844,243
Amendment
time igs 4
hours $962,713,183 $1,786,840,054 $824,126,871
Retail value
is 200% of
wholesale
value $962,713,183 $1,008,889,954 | $46,176,771
Prior notice
entries
increase 3%

in second
yvear $962,713,183 $988,294,611 525,581,428

3% Discount
rate $962,713,183 $2,222,803,507 |$1,260,090,324
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Benefits: Requiring prior notice of imported food shipments and defining the

~~equired data elements should improve FDA'’s ability to detect accidental and

deliberate contamination of food and deter deliberate contamination. Having

notice of an imported food shipment before it reaches a U.S. border would

PAGE &0
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allow FDA personnel to be ready to respond to shipments that appear to be

adulterated, whether through intentional or accidental means, as well as when

PRGE Bl
SEE
NEXT
?AGE,

FDA receives credible evidence that an entry represents a serious threat to

human or animal health.

¥ 6))

Historical evidence suggests that a terrorist or other intentional strike on

the food supply is a low-probability, but potentially high-cost event. FDA lacks

data to estimate the likelihood and resulting costs of a strike occurring.

Without knowing the likelihood or cost of an event, we cannot quantitatively

_measure the reduction in probability of an event occurring, or the possible

reduction in cost of an event associated with each regulatory option. Further

hindering any quantification of benefits are the complementary effects of the

other regulations that are being developed to implement Title III of the

Bioterrorism Act.

To understand possible costs of an intentional strike on the food supply,

FDA examined five outbreaks resulting from accidental and deliberate

~ contamination, and from both domestic and imported foods. An intentional

attack on the food supply that sought to disrupt the food supply and sicken

many U.S. citizens could be I{luch larger than the examples given.
TABLE ;d-—-SUMMARY OF FIVE FOODBORNE OUTBREAKS

Pathogen

Location and year

Vehicle

Confirmed or reported
cases

Estimated number of
cases

Total illness cost

Salmonella enteritidis

Minnesota, 1994

ice cream

150 cases; 30 hos-
pitalizations

29,100 in MN 224,00
Nationwide

$3,187,744,000 to
$5,629,792,000

Shigella sonnei

Michigan, 1988

Tofu salad

3,175 cases

Not available

$45,183,000 to
$79,795,000
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allow FDA personnel to be ready to respond to shipments that appear to be
adulterated, whether through intentional or accidental means, as well as when
FDA receives credible evidence that an entry represents a serious threat to

human or animal health.

Historical evidence suggests that a terrorist or other intentional strike on
the food supply is a low-probability, but potentially high-cost event. FDA lacks
data to estimate the likelihood and resulting costs of a strike occurring.
Without knowing the likelihood or cost of an event, we cannot quantitatively
measure the reduction in probability of an event occurring, or the possible
reduction in cost of an event associated with each regulatory option. Further
hindering any quantification of benefits are the complementary effects of the

other regulations that are being developed to implement Title III of the

Bioterrorism Act.

To understand possible costs of an intentional strike on the food supply,
FDA examined five outbreaks resulting from accidental and deliberate

contamination, and from both domestic and imported foods. An intentional

attack on the food supply ht to disrupt the food supply and sicken
’ fven
many U.S. citizens cg(ild be much larper than the examples W
Y OF FIVE FOODBORNE OUTBREAKS
Pathogen l.o@%n and year y&ie mmmw Emw of Total #iness cost
monefla enteritidis 150 5 30 hos- 29,100 in MN 224,00 $3,187,744,000 to }\
sal “ M\&—/ W pﬂ?li::zons Nationwide $5,629,792,000 .
O 0“’ Y
Shigella sonnei Michigan, 1988 Tofu salad 3,175 cases Not available 84:%198:75‘,?;? 39
- 0o — ~
Outbreaks resulting from defiberate contamination \)\/
- Yo .
Salmonella Typhimurium | Dalles, Oregon 1984 Salad bars 751 cases; 45 hos- Not available $10,687, 48T 0
18,87
phokzations $18 :{}W ) %
i ntroriae T , 1996 Muffins and doughnuts 12 cases; 4 hospitaliza- | All cases identified $82.688"
Shége la dyse type | Texas o .000
Outbreaks resulting from imported loods
o2
Cyclospora United States and Can- | Raspberries (probably 1465 cases identified, Not avaitable $3,941 QB{
cayaetanensis ada, 1996 unp‘:;ted from Guate- m than 20 hos- .
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Salmonella enteritidis in ice cream

In 1994, approximately 224,000 people were sickened by ice cream
contaminated with Salmonella enteritidis. The source of the contamination
appeared to be pasteurized pre-mix that had been contaminated during
transport in tanker trailers that previously had carried non-pasteurized eggs.
There were 150 confirmed cases of salmonellosis associated with the outbreak
in Minnesota. However, ice cream produced during the contamination period
was distributed to 48 states. To calculate the total number of illnesses
associated with the outbreak, researchers calculated an attack rate of 6.6
percent. This attack rate was extrapolated to the population that consumed

the ice cream, giving a total number sickened of 224,000 (Ref 11).

Salmonellosis most commonly causes gastrointestinal symptoms. Almost
91 percent of cases are mild and cause one to three days of illness with
symptoms including diarrhea, abdominal cramps, and fever. Moderate cases,
defined as requiring a trip to a physician, account for 8 percent of the cases.
These cases typically have duration of two to 12 days. Severe cases require
hospitalization and last 11 to 21 days. In addition to causing gastroenteritis,
salmonellosis also can cause reactive arthritis in a small percentage of cases.
Reactive arthritis may be short or long term and is characterized by joint pain.

Just over one percent of cases develop short-term reactive arthritis and two

#f cases develo® chronic, reactive arthritis.

24

In table ,w/FSX estimated the costs associated with salmonellosis,
A

percent

including medical gréatment costs and pain and suffering. Pain and suffering
is measured by lost quality adjusted life days (QALDs). QALDs measure the
loss of utility associated with an illness. A QALD is measured between zero

and one, with one being a day in perfect health. The total loss of a Quality



Adjusted Life Year (QALY), or the loss of a year of life is valued at $100,000,

83

based on economic studies of how consumers value risks to life (Ref 12). Thus,

an entire lost QALD would be valued at $274 and fractions of QALDs are a

fraction of the day's value. FDA presents two estimates of values of pain and

suffering associated with arthritis, one based on physician estimates (Ref 13)

and another based on a re

range of costs for the dverage case of sa

nalysis approach (Ref 14). This gives a

nellosis between $14,231 and

21
$25,133. &
TABLE }’x——THE COST OF AN AVERAGE CASE OF SALMONELLOSIS
. Tolal QALDs Health Loss Medical Costs Case | Weighted Dollar
Severity \ Case Breakdown y&épef iiiness { Case (Disoaungg‘d) (Disoounlgz; Los'gs per Case
fliness \ /
Miid R 1.05 $660 $0 $599
Moderate \"J 8.1% 368 $2,310 $283 $200
Severe 1.2% 9.99 $6,266 $9,250 $188
Arthritis
Regression Approach
Short-Term 1.26% 5.41 $3,391 $100 $44
Long-Term 2.40% 2,613.12 $452,554 $7.322 $11,048
Direct Survey Approach
Shornt-Term 1.26% 10.81 $6,778 $100 $87
Long-Term 2.40% 5,223.15 $904,573 $7,322 $21,906
Death 0.04% $5,000,000 $2,143
Total Expected Loss per Case Regression Approach $14,231
Direct Survey Approach $25,133

To estimate the economic cost due to illness associated with this outbreak,

FDA used the range for the average cost per case. For 224,000 people, this
is a total cost of between $3,187,744,000 and $5,629,792,000 from this

accidental food disaster.

Shigella sonnei in tofu salad

In 1988, a tofu salad at an outdoor music festival was contaminated with

Shigella sonnei and sickened an estimated 3,175 péople. Over 2,000 volunteer

food handlers served communal meals at the festival. (Ref 15) Shigellosis

causes similar symptoms and is of similar duration to salmonellosis. It also

is associated with short term and chronic reactive arthritis; thus, FDA assumed
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All twelve affected workers were treated by, or consulted with, a physician.

Nine affected workers went to the emergency room, four of whom were

hospitalized (Ref 17).

&estima}gﬁg the cost of this outbreak+4a=table<t8, FDA assumed that the

eight cases that required consultation with a doctor, but did not require

hospitalization, had the same cost as a moderate case of salmonellosis. The

four cases requiring hospitalization were estimated to have the same cost as

a severe case of gastroenteriti ting from salmonellosis. This gives a cost

of $82,808 for illnesseg asso iatedzv’sz/‘ifh the event.
ABLE E?% UMMARY OF COSTS FORt AN OUTBREAK OF SHIGELLOSIS

\ Severity /

Number of

cases Cost per case Total cost
Mild \—/ 0 $0 50
Moderate 8 $2.593 $20,744
Severe 4 $15,516 $62,064
Total © (sez80®) Cof F

Cyclospora cayatanensis in imported raspberries

In 1996, 1,465 cases of cyclosporiasis were linked to consumption of

raspberries imported from Guatemala. Nine hundred and seventy eight of these

cases were laboratory confirmed. No deaths were confirmed and less than 20

hospitalizations were reported (Ref 18). Case control studies indicated that

raspberries imported from Guatemala were the source of the illnesses. Fifty-

five clusters of cases were reported in 20 states, two Canadian provinces, and

the District of Columbia (Ref 19).

Cyclosporiasis typically causes watery diarrhea, loss of appetite, weight
loss, and fatigue. Less common symptoms include fever, chills, nausee;. and
headache. The median duration of illness associated with the outbreak was
more than 14 days and the median duration of diarrheal illness was 10 days

(Ref 20). We estimated the cost of a mild case of cyclosporiasis as two and

g%i . ga}?o?
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one half times higher than the cost of a mild case of gastroenteritis from
salmonellosis due to the longer duration. The reports of cyclosporiasis
outbreaks did not include information on the number of physician visits. We
assumed that the percentage of total cases that result in physician visits would
be larger than the corresponding percentage for salmonellosis illnesses, due
to the longer duration of illnesses. We assumed, therefore, that 40 percent of

those infected with cyclog isited a physician. Less than 20

hospitalizations weg€ reported from t

X =

TABLE 38! —SUMMARY OF COSI'S OF AN OUTBREAK OF CYCLOSPORIASIS

cyclosporiasis outbreak. No deaths

were confirmed.

¥

Number of
\ Seventy / cases Cost per case

Total cost

Mitd \/ 879 $1,650
Moderate 686 $3,748

$1,450,390 o2

$2,196,328 /o
Severe 19 $15,516 $294,804 0.
Total 1,465 $3,941,000

B. Small Entity Analysis (or Initial Regulatory Flexibility Analysis)

FDA has examined the economic implications of this proposed rule as
required by the Regulatory Flexibility Act (5 U.S.C. §§601-612). If a rule has
a significant economic impact on a substantial number of small entities, the
Regulatory Flexibility Act requires agencies to analyze regulatory options that
would lessen the economié effect of the rule on small entities consistent with
statutory objectives. The analysis below, together with other relevant sections
of this document, serves as the agency's initial regulatory flexibility analysis

under the Regulatory Flexibility Act.

Number of establishments affected

FDA finds that this proposed rule would affect the 77,427 U.S. importers.
Most of these importers have fewer than 500 employees, thus making them

small businesses according to the definitions of the Small Business
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Administration. Because most of the importers affected are small, all options
considered in the Benefit-Cost Analysis in section IV.A above are regulatory

relief options.

Costs per entity
Small businesses will be affected by this proposed rule in a couple of
ways. First, this proposed rule requires importers to notify FDA of incoming

products electronically before the food arrives at the U.S. bordef. Thegnnual

cost of doing so is about $770 per importer (see tables 1, 2 ntfj}fj@; ab‘(;ZJe).
As discussed above and shown in Tables 1 and 2, about 3,1Q0 U.S. impefters
do not have electronic transmitting capacity and will have to obtain computer
equipment (at a cost of about $2,000 per importer) and Internet access (at a

cost of about $240 annually) in order to comply with this proposed rule. FDA
could not provide flexibility for those importers who do not have electronic
transmitting capacity, as paper notices could not be submitted and processed
in the proposed prior notice time frame and would therefore actually be more
burdensome to importers because paper notices would need to be submitted
earlier.

Second, this proposed rule will potentially cause some loss of product
value if the prior notice requirement causes perishable products to have to wait
any length of time before crossing the U.S. border. The costs of lost product
value vary with the required notice time frame. We discuss the various costs
associated with this possibility in the options outlined above {see-table15)-

FDA requests comments on the effect of this proposed rule on small entities.

Additional flexibility considered
Because of the requirements of the Bioterrorism Act, FDA is precluded

from selecting some of the options that typically would be considered to lessen



88
the economic effect of the rule on small entities, including granting an
exemption to small entities. FDA tentatively concludes that it would be
inconsistent with section 307 of the Bioterrorism Act to allow small entities
a later effective date, since the Bloterrorlsm Act establ shed a deadh e 50r

- regvlated i ported food-
beginning prior notice that applies to all/\c T Although the

oCC 12/20f07
recordkeeping provision of the Bioterrorism Act directs FDA to take into
account the size of a business when issuing implementing regulations, the
prior notice prov1s1on contams no such language. Thus, it appears that
Congress 1ntended for all fae*h-t-kes).t/o be subject to the effective date established oee fl/ZO/
in the Bioterrorism Act. I,\\Ionetheless, the agency recognizes that the prior

notice requirement will cause an economic burden on small businesses;

therefore, we are seeking comment on whether it would be consistent with

section 307 for the agency to set staggered effective dates that would give small

businesses more time to comply, FDA #lso feeks Coerment o biows R oce \>/20/0%
(:ou(ol efectwely dustinguish betueesa lavge anol swall Luriaemns

tr Conmside 4 300
C Unfugded Mandates 3m ered effectwe datec.

Title II of the Unfunded Mandates Reform Act of 1995 (Public Law 104—
4) requires cost-benefit and other analyses before any rule making if the rule
would include a “Federal manc}ate that may result in the expenditure by State,
local, and tribal governments, in the aggregate, or by the private sector, of
$100,000,000 or more (adjusted annually for inflation) in any 1 year.” The

current inflation-adjusted statutory threshold is $112 million. FDA has

determined that this proposed rule does

{
for the tptal costs.

titute a sjignificant rule under the
Unfunded Mandates Reform Act. See t: le%
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be held or sent to secure storage; 36,154 entries would be held or sent to secure

storage in subsequent years.

Most port storage facilities and secure storage facilities located at or near ,
Subm ters o Carviénye O 11/20/01
ports are probably familiar tkoerefore it should only take one-half

hour per entry to notify FDA of the shipment'’s location. Thus, in the first year
Sub.mittevs or cavriers R 5/ /02
of the regulation,/\i-mpeﬁers’a@ill spend 45,193 hours notifying FDA of secure ce 12f2e

storage locations; 18,077 hours in subsequent years.

Capital Cost and Operating and Maintenance Cost Burden

Since all prior notices must be submitted electronically, we will assume
that the 3,097 responsible parties without Internet access will have to purchase
the appropriate IT equipment and gain Internet access to actually transmit the
information. Assuming computer equipment costs each firm $2,000 and yearly
Internet access costs each firm $240 ($20 per month for 12 months), this results
in a one-time computer cost for these facilities of $6,194,000 and a recurring
Internet access cost of $743,280. For the 7,743 new firms that enter the import
market each year, we can expect 310 of them to need to purchase computer
equipment and obtain Internet access. Thus, on an annual basis we can expect
new importers to spend $620,000 on computers and $74,400 on Internet access

to be able to submit prior notice information.

In compliance with the Paperwork Reduction Act of 1995 (44 U.S.C.

3507(d)), the agency has submitted the information collection provisions of this
proposed rule to OMB for review. Interested persons are requested to send

comments regarding information collection (see ADDRESSES).
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In compliance with the Paperwork Reduction Act of 1995 (44 U.S.C.
3507(d)), the agency has submitted the information collection provisions of thi
proposed rule to OMB for review. Interested persons are requested to send

comments regarding information collection to the Office of Information and
Regulatory Affairs, OMB, New Executive Office Bldg., 725 17th St. NW., rm.
10235, Washington, DC 20503, Attn: Stuart Shapiro, FDA Desk Officer.




