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Food & Drug Administration 
Dockets Management Branch (HFA-305) 
5630 Fishers Lane Room 1061 
Rockville', MD 20852 

RE: Comments on Proposed Notice of Rulemaki ng: 
21 c$R Part 1, Docket NO. 02#-0278 
FDA ‘Prior NOti ce Proposal , Interim Final Rule 

To whom it May Concern: 

This lett,er contains our comments for the above referenced 
regulation. J & K Fresh is a Customhouse Brokerage firm 
specialiring in the clearance of imported fresh produce. As 
Americans and consumers, we are extremely concerned with the 
security :of the supply chain for imported food. The continued 
success of our business (as well as our clients') is dependent 
upon it. 

The Rubli'c Health Security and BiOterrOriSm Preparedness and 
Response ;act of 2002 (BTA) is intended to protect the health and 
safety of the eople of the united States. In that context and 
in order 'to ma e Ii 
amended? 

examination decisions, Section 307~ was 
This Prior Notice re 

? 
ulation requires that information 

must be submitted and confirme electronically as factually 
complete 'by FDA before the food arrives at the port of arrival. 
(Times vary according to the mode of transportation.) For fresh 
produce, one of the requirements is the transmission of the 
growers (although many are exempt from registration). This 
requirement is turning a one or two line entr 
line entry. (A good example is weekly break- i: 

into a 1 to 200- 
ulk vessel 

shipments of bananas controlled by one exporter, but obtained 
from several farms.) In addition, some farms utilize packing or 
storage facilities (which are required to register) and others 

I. “(m)(1) In the case of an articJe of food that is being imported or offered 
for import1 into the united states, the secretary, after consu Jta tion with the 
Secretary of the Treasury, sha 7 7 by reguJation require, for the hurpose of 
enab Jing such artic7e to be inspected at port of enrry into the Wn7 ted 
States, thb submission to the secretary of a notice providing the identity of 
each of the fo7 Jowing: ” 
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are exempt, which requires a more complicated sort. In' addition 
some growers may pack in more than one size box, which is a 
further breakout. The number of cases and value for each line 
need to be totaled and input for each grower. This additional 
work has :vastly increased our cost of doing business. 'we have 
increased: our fees 20% (to our clients, which will be passed 
down the Kline all the way to the consumer level). There will be 
further increases, as the 20% is not covering our increased 
costs. 

The point I want to make is that this requirement (prior 
notification for review for the purpose of deciding whether or 
not an inspection is necessary) 
mandatory! condition af entry. 

is redundant as inspeckS-on is a 
Quarantine is addressed.in 

7CFR319.5?-6, (a-f), which requires that all importations of 
fresh frupt and vegetables be placed on an automatic hold upon 
arrival by USDA/CBP. 
for movetien t. 

Item (d) specifically addresses ‘“Re7ease 
No person sha77 move from the port of first 

arriva7 aby imported fruit or vegctab7e un7ess and unti7 the 
inspec tar not 7 f ies the person . . . . . . . . It should be noted that the 
responsibility for these required inspectional functions was 
transferred from the U.S. Department of Agriculture to customs 
Border Protection on March 1, 2003. 

Fresh produce shipments are subject to inspection upon arrival. 
The regulations re uire that the USDA/CBP officer do the 
inspection at the 9 irst port of arrival. Fresh produce cannot 
enter then commerce without going through the inspection and 
review process. There is protocol in place for some produce for 
pre-clearhnce ins ections 
conducted; under 

and/or treatments. These programs are 
t R e direct supervision of qualified USDA 

officers stationed at the foreign site and in accordance with 
the protocol in place (similar to the CBP Container Security 
Initiative). For your information I have attached copies of 
certificates that are attached to the pallets, a bill of lading 
listing the USDA container seal, 
Certificate of Inspection 

and sample ~~~203 Foreign Site 
and/or Treatment. It should be noted 

that even~this pre-cleared 
L; 

reduce is subject to 
El 

uarantine 
(automatic hold upon arriva ) until the original ocuments are 
presented'to USDA/CBP for verification. The reviewing officer 
may accept the documents or may opt for another ins ection. The 
shipment y-l11 remain “on hold" at the terminal unti I; USDA/CBP 
releases the shipment. Produce shipments are not allowed to 
enter commerce without being released from quarantine. 



I do not 'believe Section 315, Rule of Construction, to be 
relevant ~to this particular case of point. The point is: 

The ~Department of Homeland Security was created to better 
protect the united States against terrorist attacks, 
incl~uding biological attacks on the food supply. 
Freslh produce shipments are placed on a quarantine 
(automatic USDA/CBP hold) status upon arrival, subject to a 
mandlatory review and inspection process. 
AS elf March 1, 2003, this responsibility was transferred to 
Customs Border Protection under the jurisdiction of the 
Department of Homeland Security. 
CBP Agriculture Specialist Officers are on the frontline 
revikwing and inspecting all fresh produce shipments before 
they! are released to enter commerce. CBP's Fact Sheet 
states: The establishment of this new position will help 
CBP protect the American public from agro-terrorism and 
bio-terrorism." 

We are not arguing the issue of jurisdiction; we are arguing the 
issue of Iredundancy. Redundancy creates excessive cosis for 
both the government and the rivate sector. Redundancy is 
particulairly oppressive to t e small business. Our resources R 
(man-power, 
limited than 

computer equipment, programs, etc.) are much more 
those of the larger company. It seems pointless to 

notify FDA (who is implementing this act in con'unctioh with 
CBP) for the purpose of a possWe inspection w en ii an inspection 
(by a CB~ AgriCultUre Specialist) is a mandatory condhion of 
+ntry. we ask after careful review of the facts, FDA exempt 
importations of fresh produce (subject to 7CFR19.56-6, a-f) from 
the requirement of Section 307, Prior Notice. 

Lynnette Keffer 
President 
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7. SHt?PER (Nap b Address) 8. CONSIGNEE (N&&S & Addres+ - Include ‘Zip -de) 

. . . - .” .__ - --. 

I u 

..> .  ,_ , . . .  - .  .  .a ..-, 

10. NO. CONTAINERS 

..: .: ‘. 

. .“. 

.  .L -  

12 LOCATION UF 1NSPECTlON AND/OR TRE&TMEN? 

This certifies that the shipment described above has been inspected and/or treated in 8ccordanCe with agricultural 
requireme+ for entry into the.United States. 

11. StGNATUR~ OF &ANT PROTECTION AN0 QtJARANT(NE OFFlCER 15. Ok-E ISSUED 

I I 



ShIpper 
I 
] WngNo. 

MAEUjGUQO40656 

Consignee (negotiable only if cqsignad “to ortie?, “to o&r cf’ a namad Parson or “to order of bearer” c____---- --- - --- 

‘ I 
. .- \1 

. 

. 
NoMy Party (sac clause 22) 

Vessel (see clause 1 + 19) 1 Voyage No. 1 Place of Wivety. Applicable only when dccument used as Mull Transport B/L (sea dame 1) 

MAERSK SAN JUAN 0350 
Port of Loading Port of Discharge 

GUAYAQUIL LOS ANGELES 
PARlXUARS FURNISHED BY SHIPPER - CARRIER N& RESP 

Kind of packages; DesaiptiMl of goods; Marl& and Numben, Gmtainer No./Saal No. 
MWCU6697768 40HREF 
ML-SA1236416 : SAID TO CONTAIN 
00053 
MWCU6700012 

26088 BOXES 
CY / CY 

ML-SA1236415 FRESH MANGOES 
00054 
MWCU6545106 
ML-SA1236478 
25034 
00056 
MWCU6020000 
ML-SA1236470 
25034 

.00061 
MWCU6027447 DEGREES FAHRENHEIT 
Above particulars as declared by Shipper, but Httmt respwibility of or representation by ~&r (see c&use 14) 

Freight &Chaws Rate Unit 

SET AT SHIPPERS REQUESTED 
CARRIAGE TEMPERATURE OF 48 

Carriet’s Receipt see clausas 1 and 14 
Total number of &nWwrs or package? 
received byCarrier. 

5 CONTAINER(S) 
Number & Sequence of Orllinal B(s)/L ~ 

3/THREE 

Declared Value (see clausa 7.3) 

place of Issue of B/L 

GUAYAQUIL 
Date of Issue of 6/L 

DEC 17 03 

RECE 7ED ON I 

ISIBLE 
tos Weight 

KGS 
109570.000 

7 
d 

-. 
zasurement 

CB 
170.00 .' 

16 2003 

Siined for the Cmier AP. Ma 
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CERTIWATE 0F 
: ” 

NUMBER OF CASES 
.I 

w ii 
p CERTlFiCATE N'. D =!a45 :' i 
;;: ppQ Fof’d63i (SEP. 2002) 
“1 ., ,. __, __._ _.--- . 


