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CORPORATE & TRADE COMPLIANCE GROUP (CTCG)


TO: KWE USA Brokers, Managers, and KWE overseas offices

RE:  KWE Operational Recommendations for FDA Bio-terrorism Rules

(INTERNAL - NOT INTENDED FOR DISTRIBUTION TO CLIENTS OR 3RD PARTIES)

1.  FDA Prior Notice (PN):

· KWE FDA Prior Notice Announcement & Fee Schedule: 

CTCG has drafted a separate document entitled “KWE FDA Prior Notice Announcement & Fee Schedule” to guide KWE Terminals and Food customers on KWE’s policies regarding the FDA Prior Notice rule. The notice will be available on the KWE USA Intranet and can be forwarded to clients or interested parties that ship food to the United States. KWE USA's fee is $20 per entry + $5 for each additional PN line. 

· KWE Origin Export Recommendations:  

· Do not ship food articles that do not meet the requirements listed on the “KWE FDA Prior Notice Announcement & Fee Schedule,” unless the Shipper has assurances from the US Importer that they will take care of all FDA requirements.

· Ask food shippers to obtain adequate FDA information from the US Importer and provide documents with complete FDA information as required by the FDA PN.

· Ask Shipper to provide copies of complete pre-alert documents to the Customhouse broker in the USA at least 5 days prior to arrival into the USA whenever possible, or in sufficient time to meet the FDA PN deadlines.

· Avoid shipping food on aircraft that will arrive on weekends without special advance arrangements for Overtime clearance with the US Customhouse broker.

· Do not ship food gifts with commercial non-food shipments, but instead ship by Postal Service or international courier service whenever possible.

· KWE Destination Import Requirements:

· See “KWE FDA Prior Notice Announcement & Fee Schedule”: Forward copies to all new and existing food importers. Submit the form to all new food importers prior to accepting food business.

· If Importer elects not to use KWE for PN submission, ask that they provide PN confirmation numbers for all applicable food imports prior to FDA and Customs Entry for inclusion in the FDA Entry as Affirmation of Compliance code PNC, Qualifier = (PN confirmation #).

· Ask Importer To Contact All Foreign Food Shippers to provide complete FDA data far enough in advance to meet the PN submission deadlines.

· Receipt of Complete PN Data: Upon receipt of pre-alert or documents, notate in the file the date/time of receipt and promptly confirm receipt of all necessary PN data in accordance with the “PN Data Requirement Chart” attached to the “KWE FDA Prior Notice Announcement & Fee Schedule.” If any information is missing or deficient, immediately contact both the Importer and the origin station to obtain correct data, advising them of the deadline to meet. 

· Transmit the PN to FDA prior to arrival in accordance with the PN deadlines to protect against late submission accusations. In the event of a failure, do not admit any guilt unless it can be proven that KWE is indeed at fault.

· New OGA indicators: FD3 = FDA & PN May be required. FD4 = FDA & PN required.

· In-transit (In-bond) food shipments require PN. Use Tradepoint to process PN and 7512 electronically if possible. Otherwise, transmit via : www.access.fda.gov.

· Other Non-ABI entries (Carnet, FTZ, Section 321, etc) require PN, but cannot be transmit via Tradepoint, so use the FDA PN website at: www.access.fda.gov available 24 hours/day.

· Errors or Changes to certain data elements requires that a new PN be submitted. See the "KWE FDA PN Announcement & Agreement" for exact elements. 

· Bill Importer (or Shipper if Freehouse, etc.) for the agreed FDA PN Transmission fee of $20, plus $5 for each additional PN in addition to any OGA fee, and weekend OT clearance fee if applicable.

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

· Tradepoint PN Program Update & Data Entry Procedures:

As soon as the brokerage software mini-update is accomplished in Alliance for PN transmission, CTCG will contact broker managers to arrange training or go over the data entry procedures and related requirements.

2. Food Facility Registration:  

Who it affects:


The owner, operator, or agent in charge of domestic or foreign facilities that manufactures, processes, packs, or holds food for human or animal consumption in the United States is required to register their facilities with the FDA. Trans-loading facilities, such as freight forwarders overseas that receive and hold food for exportation to the USA must also register. KWE USA food export terminals are not required to register unless other food for US consumption is also stored. Foreign facilities must appoint a US Agent to act as a conduit for communication with the FDA. As a general rule, KWE USA will not act as an agent on behalf of unrelated foreign food facilities unless a formal agreement is reached with the CTCG. (See *)

KWE Intranet Posting:

A document entitled “FDA Food Facility Registration Notice” will be posted to the KWE USA intranet under the Compliance page, and perhaps to the KWE websites. 

*
KWE-CTCG as U.S. Agent on Behalf of KWE Foreign Export Terminals and Unrelated Foreign Facilities

If any KWE overseas station, customer, or foreign food facility should enquire or request KWE to act as U.S. Agent, please download the "FDA Food Facility Registration Notice" from the KWE Intranet and forward it to them. KWE USA terminals will not be authorized to act as agents on behalf of foreign facilities, or to conduct registration with the FDA. All such inquiries and/or requests for registration must be forwarded to the CTCG, email address: “customs_compliance_group@am.kwe.com”.  KWE is proposing an annual fee of $599 to act as a U.S. Agent on behalf of unrelated Foreign Facilities conditional upon the Foreign Facility entering into a written agreement with CTCG.

KWE Facilities Registration:

CTCG will endeavor to register all KWE import terminals and KWE overseas Export terminals that could potentially receive and store imported food items prior to December 12, and may contact your terminal to confirm information necessary for the registration process. Once registered, any registration number assigned by the FDA will be announced. There are no other responsibilities of the local terminals regarding this matter. Any OGA data entry requirements regarding foreign facility’s registration number for ABI Entry transmissions will be announced once the Tradepoint software update has been installed.

For further information, contact the CTCG by email at customs_compliance_group@am.kwe.com or visit the FDA website at www.fda.gov 
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