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CORPORATE & TRADE COMPLIANCE GROUP (CTCG)


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

KWE USA Position Paper on Food Facility Registration

FDA requires all domestic and foreign facilities that manufacture, process, packs, or holds food destined to U.S. consumers, to register their facilities by 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 facilities to enable them to comply with the rules. The following are basic facts for food facility registration:

FDA Food Facility Registration

· Who? 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. Trans-loading facilities must also register.

· Definition of FOOD:  Food and food additives for man or animal; Dietary supplements and dietary ingredients; Infant formula; Beverages (including bottled water and alcoholic beverages); Fruits and vegetables; Fish and seafood; Dairy products and shell eggs; Raw agricultural commodities for use as food or components of food; Canned foods; Live food animals; Bakery goods, snack food, and candy.

· Excluded items:  Pesticides regulated by EPA; Food contact substances (Packaging materials, etc.).

· Exempt facilities:  Transport vehicles, farms, restaurants, retailers, non-profit establishments, non-processing fishing vessels, USDA regulated facilities, foreign facilities that ship food to another facility that will further process the food (except for diminimus operations such as repacking and labeling). If a U.S. facility receives and holds food for Export only, it is exempt, unless it also holds imported or domestic foods for consumption in the USA. 

· Registration Deadline:  December 12, 2003. A Facility Registration Number will be issued during the registration process.

· Frequency of Registration:  Once. Changes must be reported within 60 days.

· Information Required for Registration: Name, physical address, phone number of facility; Same info for parent company, if facility is a subsidiary; All trade names the facility uses; Food product categories; A statement certifying info to be true, accurate, and that submitter is authorized to register the facility; Name & contact info of the person submitting the certification statement; Name of foreign facility’s U.S. agent and the agent’s contact info; Emergency contact info.

· Foreign facilities: Must designate a U.S. agent for routine and emergency FDA communication purposes. Can be a broker or any U.S. resident entity.

· US Agent: Can register on behalf of the foreign facilities. Some U.S. agents charge a fee to act as an agent on behalf of the foreign facility.

· New Owner of Facility: If a facility is sold, the new owner must re-register the facility.

· Registration Helpdesk:  Contact FDA if you have questions or problems with electronic registration via FDA website by calling 301-575-0156 or 800-216-7331 (USA only), or email furls@fda.gov
· FD-3537: Can register manually by requesting paper registration form. Call 800-216-7331.

· PIN #:  Upon successful registration, a PIN # will be assigned.

· Failure to Register:  Is a Prohibited Act – subject to refusal of admission of shipments and penalty action.

· FAQ on website: www.fda.gov
KWE Position on Facility Registration:

· KWE Foreign Facility Registration:  As U.S. agent on behalf of all KWE foreign locations, KWE Corporate Trade & Compliance Group (CTCG) will register all foreign KWE facilities that hold food for export to the USA. 

· KWE Foreign Facility Questionnaire:  All foreign KWE facilities that hold and export food to the USA must immediately fill out the attached Food Facility Questionnaire and return it to CTCG for registration by Nov. 28, 2003. 

· KWE USA Import Facility Registration:  CTCG will also register all USA facilities that may hold IMPORTED food. Our plan is to register all Import facilities with a warehouse that could potentially store imported foods.

· Non-KWE Foreign Facilities:  Any foreign food manufacturer/shipper that has registered their facility are encouraged to indicate their FDA facility registration number on commercial documents, such as commercial invoice and Bill of Lading. Food items should not be shipped unless the facilities are properly registered, and unless all Prior Notice data is supplied on commercial documents.

· Foreign Facilities Must Appoint a US Agent: Foreign facilities must appoint their related US companies, distributors, or a 3rd party, such as a broker, as their US Agent. As a general rule, KWE USA CTCG will not act as a US Agent on behalf of unrelated foreign facilities unless a formal written agreement is reached. The proposed annual fee for KWE-CTCG as U.S. Agent is $599 per year.
· US Agent Requests:  A foreign facility that wishes for KWE USA to act as their US agent must submit a request in writing to CTCG along with the attached Food Facility Registration Information form. CTCG will return a Foreign Food Facility U.S. Agent Agreement and Indemnification form for signature (drafted by General Counsel), along with a Non-resident Power of Attorney form with Service of Process agreement clause. Such foreign facility must agree to an annual fee payment of $599, due each year on the annual agreement date. If the foreign facility is a Non-resident importer of record, the annual fee will be billed along with the annual Customs bond premium. 

FOOD FACILITY REGISTRATION INFORMATION

	Complete Name of Facility:
	

	Physical address:
	

	Phone number of facility:
	

	Parent company Name:
	

	Parent co. physical address:
	

	Parent co. phone number:
	

	All Trade names facility uses:
	

	Food product categories (e.g.: Food, food additives; Dietary supplements or ingredients; Infant formula; Beverages; Fruits and vegetables; Seafood; Dairy products and shell eggs; Raw agricultural commodities; Canned foods; Live food animals; Bakery goods, snack food, candy)
	

	Certification statement:
	I certify this information to be true and accurate and I am authorized to represent the facility.

	Contact name:
	

	Phone number and email:
	

	U.S. Agent Name:
	Kintetsu World Express (USA), Inc.

	U.S. Agent contact info:
	18450 Wilmington Ave., Rancho Dominguez, CA 90220

Ph: (310) 667-4500  Fx: (310) 639-7080

ATTN: CTCG

	Emergency contact info:
	Email: customs_compliance_group@am.kwe.com
Phone:  (310) 667-4500 Corporate Compliance


Signature





Date

Title or KWE or Foreign Facility Location

Warning: 
Failure to register a food facility is considered by the FDA to be a “Prohibited Act” with potential fines, penalties, and/or punitive action. Changes must be reported within 60 days.

For facility registration requests, return this completed form by mail or e-mail attachment to:

Kintetsu World Express (USA), Inc.

18450 S. Wilmington Avenue

Rancho Dominguez, CA 90220

ATTN:  Corporate-Trade Compliance Group (CTCG)

Email:  customs_compliance_group@am.kwe.com 

Unrelated foreign facilities: Please attach money order for $599. Upon receipt, KWE CTCG will begin to register the firm and forward an agreement form to be signed and returned.
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