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5 November 2003

PHYTO ALERT 2003/20

UNITED STATES BIOTERRORISM ACT– INTERIM RULES

The US Food and Drug Administration (FDA) have published interim rules for Prior Notice to Import  and Facility Registration which will come into effect on the 12 December 2003.

As all USA importers must be registered under this scheme, Plant Program recommends that Australian exporters of plant products (including fresh Fruit & Vegetables, Grains and Stockfeed) work with and in conjunction with USA importers to make application under the new FDA requirements.

The following is a synopsis of these rules and internet hyperlinks to the appropriate documents.

Interim Final Rule; Regulation Implementing Title III of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002;  Section 307:  Prior Notice of Imported Food Shipments (Docket. No. 2002N-0278)

On 10 October 2003 the US Food and Drug Administration (FDA) published in the Federal Register an interim final rule implementing Section 307 of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act):  Prior Notice of Imported Food Shipments (Docket. No. 2002N-0278).  

The interim final rule requires the submission to FDA of prior notice of food, including animal feed, that is imported or offered for import into the United States.  The interim final rule requires that the prior notice be submitted to FDA electronically via either the Bureau of Customs and Border Protection (CBP) Automated Broker Interface of the Automated Commercial System or the FDA Prior Notice System Interface.  

The information must be submitted and confirmed electronically as factually complete by FDA for review no more than 5 days and no less than 8 hours (for food arriving by water), 4 hours (for food arriving by air or land/rail), and 2 hours (for food arriving by land/road) before the food arrives at the port of arrival.  Food imported or offered for import without adequate prior notice is subject to refusal and, if refused, must be held.


Complete text of the Interim Final Rule contained in the Federal Register (FR), 68 FR 58975-59077 (available in English) can be found on the Internet at:   http://www.fda.gov/OHRMS/DOCKETS/98fr/03-25877.htm
http://www.fda.gov/OHRMS/DOCKETS/98fr/03-25877.pdf 

Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002

The U.S. Food and Drug Administration (FDA) has issued an interim final rule, "Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002".  This interim final rule requires domestic and foreign facilities that manufacture/process, pack, or hold food for human or animal consumption in the United States to register with FDA by 12 December 2003.  

The interim final rule implements the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Bioterrorism Act), which requires domestic and foreign facilities to register with FDA by 12 December 2003, even in the absence of a final regulation.  

Registration is one of several tools that will enable FDA to act quickly in responding to a threatened or actual terrorist attack on the U.S. food supply by giving FDA information about facilities that manufacture/process, pack, or hold food for consumption in the United States.  

In the event of an outbreak of foodborne illness, such information will help FDA and other authorities determine the source and cause of the event.  In addition, the registration information will enable FDA to notify quickly the facilities that might be affected by the outbreak.  

FDA notified the proposed rule to the Committee on Sanitary and Phytosanitary Measures on 3 February 2003.  As stated in the notification, the effective date of the interim final rule is 12 December 2003.  

Complete text of the Interim Final Rule contained in the Federal Register (FR), 68 FR 58893-58974 (available in English) can be found on the Internet at: http://www.fda.gov/OHRMS/DOCKETS/98fr/03-25849.pdf.
http://www.fda.gov/OHRMS/DOCKETS/98fr/03-25849.htm. For further information contact:  Ms. Leslye M. Fraser, Center for Food Safety and Applied Nutrition (HFS-4), Food and Drug Administration, 5100 Paint Branch Pkwy., College Park, MD 20740, Tel. 301-436-2378.

Further information can be found on the FDA web site at 

http://www.fda.gov/oc/bioterrorism/bioact.html
Further information on the two interim final rules, including registration form and instructions for completing the form, can be found at:

Prior Notice of Imported Food Shipments:

http://www.cfsan.fda.gov/~dms/fsbtact7.html
Food Facility Registration:

http://www.cfsan.fda.gov/~dms/fsbtact.html
http://www.cfsan.fda.gov/~furls/ffrmqa.html
DAFF Web site link - US FDA Bioterrorism - Facility Registration:

http://www.daff.gov.au/content/output.cfm
Plant Programs have included this Alert as a hyperlinked document under the “General Country” requirements of the United States of America.








