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CORPORATE & TRADE COMPLIANCE GROUP (CTCG)


New FDA Bio-Terrorism Final Interim Rules
Effective 12/12/2003

KWE FDA Prior Notice (PN) Announcement 
& Fee Schedule

Dear valued Client:

FDA will require electronic Prior Notice (PN) for every Food shipment imported into the United States on/after December 12, 2003. FDA is expected to exercise broad enforcement discretion (flexibility) during a 4-month period after 12/12/2003 with the goals of educating the importer to enable compliance with the rules. Here are the basic facts about the PN requirements:

· Applicability: All foodstuff under FDA jurisdiction being imported into the USA

· Why:  To determine in advance whether inspection is required.

· Who:  Anyone with knowledge of the shipment.

· What:  All Food: Dietary supplements and dietary ingredients; Infant formula; Beverages (including alcoholic beverages and bottled water); Fruits & vegetables; Fish & seafood; Dairy products and shell eggs; Raw agricultural commodities for use as food or components of food; Canned and frozen foods; Bakery goods, snack food, and candy (including chewing gum); Live food animals; Animal feeds & pet food.

· Exceptions:  Contact substances (empty containers, food ware, etc.); pesticides; meat, poultry, and eggs under USDA jurisdiction; hand-carried food for personal consumption; food for exportation from USA; homemade food as a gift to an individual in the US.

· Modes:  All – Air, Ocean, Truck, Rail, Hand-carried food for sale/distribution, Mail; In-bond (In-transit); FTZ, courier, etc.

· Different PN Required: Each product/brand/package type requires a different PN.

· Data required:  Identification of submitter; Identification of transmitter (if different); Entry type & CBP identifier (Entry number); Identification of food article (FDA product code; common name, usual name, or market name; estimated quantities; lot or code numbers or other identifier (if applicable); Manufacturer Identification; Identification of grower (if known); FDA Country of Production; Identification of Shipper (except for food imported by mail); Country from which food is shipped; Anticipated Arrival information (location, date, time – or for mail Recipient’s name/address); Identification of Importer, owner, and ultimate consignee (except for mail or if transshipped through the US); Identification of the Carrier (SCAC) and Mode of Transport (except for mail); Planned shipment info (BL # and HTS, except mail).

· When: No earlier than 5 days, but no later than 8 hours prior for ocean, 4 hours prior for air or rail, 2 hours prior for road. (Hand-carry must comply with the requirements depending on mode of travel.) May pre-file Entry and PN data up to no more than 5 business days prior to arrival for all modes. 

· How:  ABI through ACS, or via FDA website. If by ABI, the PN travels with the Entry data and FDA issues a confirmation number response via ACS. (If done via FDA website, confirmation number is issued, and most likely the broker would need to include the confirmation number with the Entry data so that it will match.)

· FDA PN website: www.access.fda.gov Available 24 hours/day.

· Errors or Changes in PN: If there are any changes to the following elements, a new PN must be submitted: Identification of submitter; Identification of transmitter; Entry type and CBP identifier; Identification of food article except quantity; Identification of manufacturer; Identification of grower; FDA Country of production; Identification of shipper; Country from which shipped; Identification of importer, owner, and consignee; Identification of carrier and mode of transport; Planned shipment info unless food will not be imported.

· Release from CBP Custody: Unlike the past, Customs will not allow release of Food articles from Customs custody until PN is in the system.

· All Entry Types Impacted:  PN requirement and CBP release from custody affects all entry types, whether Consumption, non-ABI, In-bond, Carnet, FTZ, Warehouse, etc. 

Recommendations:

The FDA will hold the Importer of Record responsible for the timely submission of the Prior Notice on their shipments. Any penalties, storage, or drayage costs associated with failure thereof thus becomes the Importer’s liability and risk associated with importing foods into the USA. In order to comply with the PN requirements, the Importer may elect to transmit its own PN via FDA website, or hire their customhouse broker or other third party agent to perform this task. In order to meet the PN deadlines, we recommend the following:

· Notify your foreign suppliers of the need to provide complete FDA PN data far enough in advance to allow compliance with the submission deadlines, or provide them yourself to your broker, preferably on the commercial invoice and/or packing list.

· If you opt to transmit your own PN, or retain another 3rd party, the PN Confirmation number should be provided to KWE Brokerage prior to FDA clearance.

· If you opt to retain KWE Brokerage for PN services, complete PN information must be provided directly to KWE 5 days prior to arrival for all food shipments. If provided less than 5 days prior but before the deadline, KWE will do its best, but cannot guarantee timely submission due to extensive FDA Entry requirements.

· KWE will bill the Importer of Record an FDA PN Transmission fee of $20, plus $5 for each additional PN required for each additional product/brand/package type line item covered by each FDA Entry.

FDA Prior Notice (PN) Terms, Conditions, and Fee Schedule

· If Importer opts to submit its own PN to FDA, the PN Confirmation number shall be provided to KWE prior to CBP/FDA Entry filing for inclusion with FDA Entry data transmission via ABI. In that case, no PN fee will be charged. FDA Entry cannot be processed without PN.

· If Importer opts to retain KWE for PN transmission, Importer is responsible to provide all FDA PN data at least 5 days prior to arrival of the shipment into the United States. KWE will charge a fee of $20 per Entry, plus $5 for each additional PN line sequence as an FDA PN Submission Service Fee. This fee is charged in addition to any other OGA fees currently being charged.

· The Importer is responsible to inform all of their food shippers to provide PN information on commercial documents, or in the absence thereof, in the form of a pre-alert containing all the required data elements either to the party designated for PN submission. KWE freight forwarding companies are not responsible to provide PN data to the importer's broker or 3rd party submitter.

· Manufacturers, Shippers, and KWE export terminals are strongly urged not to ship any food products unless proper PN information is available in advance and provided with the commercial shipping documents, and unless the foreign facility has provided an FDA Facility Registration number, unless otherwise instructed by the Importer, who will be responsible for all FDA regulatory requirements.

· If PN data and/or commercial documents are unavailable to KWE Brokerage because of Bank Letter of Credit terms where the bank holds documents pending payment, or for any other reason, the Importer of Record shall be responsible for providing the PN information to FDA or to KWE Brokerage within the PN timelines.

· Neither KWE USA nor KWE origin stations are responsible for providing PN information to FDA or to third-party brokers when KWE is not the broker unless designated to do so in advance. It is the responsibility of the Importer or their submitter (any party designated by the IOR with shipment knowledge) to submit PN on a timely basis. KWE is only responsible to turn over commercial documents to the designate customhouse broker when the documents are made available to KWE by the airlines or in accordance with existing arrangements, which are not intended to meet the PN submission time limits.

· The Importer/owner shall indemnify and hold KWE harmless for accuracy of the PN data supplied to KWE by the importer or shipper, and for any holds, penalties, storage costs, drayage fees, or any other costs associated with destruction or re-exportation for FDA refusal of admission for failure to transmit PN to FDA within time limits prescribed by the FDA.

TO BE COMPLETED BY OWNER OR IMPORTER RESPONSIBLE FOR IMPORTATION:

If Importer/Owner does not agree to pay the PN Submission fees quoted above, please sign and return this form to the KWE USA office from which received.
( We will file our own PN and will supply KWE with PN Confirmation numbers for all food shipments.

Signature



Date



Title, Company



FDA PRIOR NOTICE DATA REQUIREMENT CHART

*NOTE:
A separate Prior Notice is required for each different product/brand/package type. 

Please provide PN info for each category of food, brand, and/or package type in the shipment.
	Identification of submitter


	Name, telephone and fax numbers, email address, and firm name and address of the party with knowledge of the shipment, such as the Importer, broker, shipper, or FDA consultant, who has agreed to submit PN.

	Identification of transmitter 


	If different than submitter.

	Entry type & CBP identifier 


	Formal consumption, In-transit (in-bond), Carnet, FTZ, etc., and Entry number.

	Identification of food article 


	FDA product code; common name, usual name, or market name; FDA lot or code numbers or other FDA identifiers, if applicable.

	Estimated quantities
	From the smallest package size to the largest container.

	Manufacturer Identification


	Full name and address of actual manufacturer, sufficient to construct MID code.

	Identification of grower 
	If known. Full name and address.

	FDA Country of Production


	Actual country where the food was produced, not from where it was exported.

	Identification of Shipper 


	Name and address of actual Shipper sufficient to construct MID code (Except for food imported by mail).

	Country from which food is shipped


	Country exported from to the USA.

	Anticipated Arrival information


	Location, date, time – (or for mail Recipient’s name/address).

	Identification of Importer, owner, and ultimate consignee 
	Full name and address (Except for mail or if transshipped through the US).

	Identification of the Carrier and Mode of Transport (except for mail)
	International carrier code or SCAC code, and MOT (Air, Ocean, Rail, Truck)

	Planned shipment info 
	BL # and HTS 

(Except mail)


PN required prior to arrival in USA no later than 2 hours for truck (Can/Mex), 4 hours for Air/Rail, 8 hours for Ocean. Any changes to submitter; transmitter; entry type & identifier; food article (except quantity); manufacturer; grower; country of production; shipper; country of export; importer, owner, and consignee; carrier & MOT; planned shipment info require a new PN submission within the required PN time limits.
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