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ABSTRACT

The Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (“Bioterrorism Act”) granted the Food and Drug Administration (“FDA”) new authority to improve response to both intentional and unintentional pathogenic contamination of food.  The Bioterrorism Act imposes mandatory registration of food facilities, mandatory prior notice of all imported foods, and mandatory record-keeping by food facilities.  Further, the Bioterrorism Act grants FDA authority to administratively detain potentially dangerous food.  Although Congress and FDA might prefer stricter food safety policies, their power to regulate imported foods is constrained by international trade agreements.  In particular, the World Trade Organization Agreement on the Application of Sanitary and Phytosanitary Measures and similar provisions in NAFTA apply to food safety measures.  The Bioterrorism Act is subject to criticism that its requirements fail to comply with these international trade obligations.

TABLE OF CONTENTS
HYPERLINK \l "_Toc102407362" I. Introduction	4
HYPERLINK \l "_Toc102407363" II. Regulation of Imported Foods and the Food Industry	8
HYPERLINK \l "_Toc102407364" A. Regulatory Scheme Before the Bioterrorism Act:  Refusal of Admission	9
HYPERLINK \l "_Toc102407365" 1. Detention Without Physical Examination and Import Alerts	10
HYPERLINK \l "_Toc102407366" 2. Examination and Sampling of Imported Foods	13
HYPERLINK \l "_Toc102407367" B. Registration of Food Facilities	16
HYPERLINK \l "_Toc102407368" C. Prior Notice of Imported Food	21
HYPERLINK \l "_Toc102407369" D. Establishment and Maintenance of Records	27
HYPERLINK \l "_Toc102407370" E. Administrative Detention	31
HYPERLINK \l "_Toc102407371" F. Debarment	34
HYPERLINK \l "_Toc102407372" III. International Trade Issues	35
HYPERLINK \l "_Toc102407373" A. International Trade Agreements	35
HYPERLINK \l "_Toc102407374" 1. Scope of Agreements	36
HYPERLINK \l "_Toc102407375" 2. Non-discrimination	37
HYPERLINK \l "_Toc102407376" 3. Harmonization	37
HYPERLINK \l "_Toc102407377" 4. Equivalence	38
HYPERLINK \l "_Toc102407378" 5. Science-Based Measures & Risk Assessment	38
HYPERLINK \l "_Toc102407379" 6. Regional Adaptation	43
HYPERLINK \l "_Toc102407380" 7. Transparency	45
HYPERLINK \l "_Toc102407381" 8. Control, Inspection, and Approval Procedures	46
HYPERLINK \l "_Toc102407382" B. Application of Agreements to FDA Regulations	49
HYPERLINK \l "_Toc102407383" 1. FDA’s Response to International Trade Concerns	49
HYPERLINK \l "_Toc102407384" a. Registration of Food Facilities	49
HYPERLINK \l "_Toc102407385" b. Prior Notice of Imported Foods	52
HYPERLINK \l "_Toc102407386" c. Establishment and Maintenance of Records	53
HYPERLINK \l "_Toc102407387" d. Administrative Detention	55
HYPERLINK \l "_Toc102407388" 2. Remaining International Trade Issues	56
HYPERLINK \l "_Toc102407389" a. The Registration and Potential Record-Keeping Rules are SPS Measures	56
HYPERLINK \l "_Toc102407390" b. Risk Assessment	59
HYPERLINK \l "_Toc102407391" c. Transparency	62
HYPERLINK \l "_Toc102407392" d. The Prior Notice and Administrative Detention Rules Are Control and Inspection Procedures	63
HYPERLINK \l "_Toc102407393" IV. Conclusion	66

I. Introduction
	Foodborne illnesses are a major problem in the United States, and the growth of international food trade presents challenges to minimizing contamination of food with pathogens.  The Centers for Disease Control and Prevention estimates foodborne pathogens in the United States cause 76 million illnesses, 300,000 hospitalizations, and 5,000 deaths each year. Nat’l Ctr. For Infectious Diseases, Ctrs. For Disease Control & Prevention, Infectious Disease Information:  Food-Related Diseases, at http://www.cdc.gov/ncidod/diseases/food/index.htm (Dec. 5, 2003).  The United States Department of Agriculture estimates that five common foodborne pathogens alone cost the United States $6.9 billion annually in medical costs, lost productivity, and premature deaths. Econ. Research Serv., U.S. Dep’t of Agric., Research Emphasis:  Food Safety:  Features, at http://www.ers.usda.gov/Emphases/SafeFood/features.htm (Nov. 15, 2001).  In 2000, Senator Richard Lugar stated, “[m]icrobial contamination is the most significant threat to our food safety system.” How Should Our Food Safety System Address Microbial Contamination?:  Hearing Before the Senate Comm. on Agric., Nutrition, & Forestry, 106th Cong. 1 (2000) (opening statement of Hon. Richard G. Lugar, Chairman, Senate Comm. on Agric., Nutrition, & Forestry).  
Although no evidence indicates that imported foods are less safe than domestic foods, See Linda Calvin, Produce, Food Safety, and International Trade:  Response to U.S. Foodborne Illness Outbreaks Associated with Imported Produce, in Econ. Research Serv., U.S. Dep’t of Agric., Agric. Econ. Report No. 828, International Trade and Food Safety, 74, 78 (Jean C. Buzby, ed. 2003), available at http://www.ers.usda.gov/Publications/AER828/. regulation of imported foods becomes more important as the amount of imports increases.  Imports’ share of total food consumed in the United States rose from 7.4% in 1995 to 9.1% in 1998 and 1999. Judy Putnam & Jane Allshouse, Imports’ Share of U.S. Diet Rises in Late 1990s, Food Review, Sept.-Dec. 2001, at 15.  Import growth has been particularly strong with fresh fruits and vegetables, with imports constituting 40% of fresh fruit and 10% of fresh vegetables consumed in the United States in 1999. Id. at 20.  The growing number of imported foods not only provides more potential sources for foodborne-pathogen contamination, but also introduces new risks associated with pathogens that may be common in foreign countries but rare in the United States.
Several large foodborne disease outbreaks have been linked to imported fruits and vegetables.  In 2003, the largest Hepatitis A outbreak in United States history was traced to green onions from Mexico.  Approximately 660 people were sickened, and four people died as a result of the outbreak. See, e.g., Christopher Snowbeck, Hepatitis Still Hurts, Pgh. Post-Gazette, Nov. 7, 2004, available at http://www.post-gazette.com/pg/04312/407825.stm.  Large outbreaks of Cyclospora beginning in 1996 have been associated with Guatemalan raspberries, and several outbreaks of Salmonella from 2000 to 2002 have been traced to Mexican cantaloupe. See Calvin, supra note 4, at 80-88.
Protecting against microbial or viral contamination of food, particularly fresh produce, presents special challenges.  Contamination can occur at many stages of production and shipping. See, e.g., id. at 77 box 5.1 (summarizing potential sources of contamination).  Further, testing for microbial or viral contamination is extremely difficult.  First, microbial or viral contamination is not obvious by visual inspection.  Second, many tests require enrichment of bacterial cultures to achieve detectable levels.  This requires controlled laboratory conditions and may take more than a day to complete. See U.S. Gen. Accounting Office, Food Safety:  FDA’s Use of Faster Tests to Assess the Safety of Imported Foods, Report to Congressional Requesters, GAO/RCED-00-65 at 2 [hereinafter GAO Report on Faster Tests] (2000).  The time required for test results is particularly problematic for fresh fruits and vegetables, which have limited shelf lives.  Third, different chemical compositions of different foods often interfere with certain tests, so some tests cannot be used on all foods. See id. at 10; U.S. Food & Drug Admin., Testing for Rapid Detection of Adulteration of Food, Report to Congress at Part IV.A. [hereinafter FDA Report on Testing] (2003), available at http://www.fda.gov/oc/bioterrorism/report_congress.html.  Fourth, some foods, especially raw products, contain harmless indigenous bacteria that may mask presence of pathogenic bacteria. See GAO Report on Faster Tests, supra note 10, at 10.  Fifth, most tests can only detect a particular pathogen, making testing for multiple pathogens costly. See id.  Finally, pathogens are difficult to detect because they are usually present in small numbers and distributed sporadically in a food shipment. See id.  FDA currently has at least forty-nine research projects to improve rapid detection of pathogens in food, but rapid detection of foodborne pathogens remains a major challenge. See FDA Report on Testing, supra note 11, app. B.
As early as 1998, the United States government recognized major weaknesses in FDA’s ability to ensure safety of imported foods.  The General Accounting Office (“GAO”) called food safety measures “inconsistent and unreliable.”  See U.S. Gen. Accounting Office, Food Safety:  Federal Efforts to Ensure the Safety of Imported Foods Are Inconsistent and Unreliable, Report to the Chairman, Permanent Subcommittee on Investigations, Committee on Governmental Affairs, U.S. Senate, GAO/RCED-98-103 (1998).  GAO recommended major changes, including granting FDA power to reject imports from countries without food safety systems equivalent to the Unites States’ system, similar to power already granted to the Food Safety and Inspection Service (“FSIS”) to reject imported meat and poultry. See id. at 21-27.  GAO also recommended formation of a single food agency to replace the current fragmented system that divides responsibility between FDA and FSIS. See id. at 14.
In 2002, Congress expanded FDA’s authority by passing the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (“Bioterrorism Act”).  Although the Bioterrorism Act improves FDA’s abilities to identify potential problem foods and respond to foodborne disease outbreaks, the Bioterrorism Act did not make the major changes recommended by GAO.  FDA’s belief that granting FDA equivalency authority would disrupt international trade may have played a role in Congress’ failure to make that change. See id. at 8 (describing FDA’s objections to using equivalency standards).
Nonetheless, the Bioterrorism Act also presents many international trade issues that remain unresolved.  In particular, the World Trade Organization (“WTO”) Agreement on the Application of Sanitary and Phytosanitary Measures (“SPS Agreement”) and similar provisions of the North American Free Trade Agreement (“NAFTA”) limit the scope of allowable food safety regulations. Other WTO agreements and other provisions of NAFTA may apply to the Bioterrorism Act.  Analysis of these other trade obligations is beyond the scope of this paper.  These international trade obligations prohibit Congress and FDA from regulating imported foods without considering foreign trade implications.  This paper first describes FDA’s regulations issued pursuant to the Bioterrorism Act, then examines obligations under the WTO SPS Agreement and similar provisions of NAFTA.  Finally, this paper describes FDA’s response to foreign trade concerns and examines unresolved trade issues.
II. Regulation of Imported Foods and the Food Industry
	The Bioterrorism Act amended the Federal Food, Drug, and Cosmetic Act (“FD&C Act”) and expanded FDA’s authority to regulate foods to control both intentional and unintentional contamination with human pathogens.  In particular, the Bioterrorism Act greatly increases the amount of information available to FDA in order to facilitate imported food inspections at ports of arrival and enhance FDA’s ability to respond to foodborne disease outbreaks.  Under the Bioterrorism Act, FDA issued four sets of regulations requiring registration of food facilities, requiring prior notice of imported food shipments, establishing record-keeping requirements for food facilities, and permitting administrative detention of certain foods.  These regulations can reduce the occurrence of foodborne illnesses and deter intentional adulteration of food.
The Bioterrorism Act enhances effectiveness of examination and sampling by requiring prior notice of all imported food shipments arriving in the United States.  FDA relies primarily on physical examination and sampling of food imports to determine if imported food appears to violate the FD&C Act.  Prior to the Bioterrorism Act, FDA had little or no information about imported food shipments before they arrived in the United States.  The prior notice requirement gives FDA more information that permits FDA to better evaluate which food shipments to examine upon arrival in the United States.  Registration of food facilities also helps FDA make inspection decisions:  for example, FDA can identify shipments that come from foreign facilities that have had a history of FD&C Act violations.
The registration, record-keeping, and administrative detention provisions of the Bioterrorism Act allow FDA to more effectively respond to food safety threats or foodborne disease outbreaks.  Registration and record-keeping requirements provide valuable information to traceback sources of food implicated in an outbreak.  Prior to the Bioterrorism Act, FDA estimated that 20% of all traceback investigations were prematurely terminated due to deficient record-keeping by food facilities. See Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, 69 Fed. Reg. 71,562, 71,566 (Dec. 9, 2004).  The record-keeping requirement is expected to eliminate many of these premature terminations and decrease the time required for traceback investigations.  Further, registration of food facilities aids FDA in quickly notifying facilities potentially affected by a threat or outbreak.  Finally, administrative detention allows FDA to prevent potentially dangerous food from entering commerce while FDA investigates evidence of a food safety threat.
A. Regulatory Scheme Before the Bioterrorism Act:  Refusal of Admission
	FDA can refuse admission of imported foods that appear to violate the FD&C Act. See Federal Food, Drug & Cosmetic Act § 801(a), 21 U.S.C. § 381(a) [hereinafter FD&C Act].  Under § 801(a) of the FD&C Act, FDA can request samples of food being imported or offered for import into the United States.  FDA can refuse admission of an article of food:
[i]f it appears from the examination of such samples or otherwise that (1) such article has been manufactured, processed, or packed under insanitary conditions . . . , or (2) such article is forbidden or restricted in sale in the country in which it was produced or from which it was exported, or (3) such article is adulterated [or] misbranded . . . . Id.
	Based on information that makes an article of food appear to violate the FD&C Act, FDA can automatically detain an imported article of food without physical examination. U.S. Food & Drug Admin., Regulatory Procedures Manual, Chapter 9:  Import Operations/Actions, Subchapter:  Automatic Detention (2002) [hereinafter Regulatory procedures manual:  Automatic Detention], available at http://www.fda.gov/ora/compliance_ref/
rpm_new2/ch9auto.html.  Chapter 9 of FDA’s Regulatory Procedures Manual is currently being revised.  See U.S. Food & Drug Admin., Regulatory Procedures Manual March 2004, Chapter Descriptions, at http://www.fda.gov/ora/compliance_ref/rpm/default.htm.  Alternatively, FDA can physically examine and sample an article of food to determine if it appears to violate the FD&C Act. See FD&C Act § 801(a), 21 U.S.C. § 381(a).  In either case, the importer can present evidence that the article complies with the FD&C Act. See id.
1. Detention Without Physical Examination and Import Alerts
Because the FD&C Act allows refusal based on “examination . . . or otherwise,” Id. (emphasis added).  FDA has interpreted the statute to authorize detention without physical examination (“DWPE”) of imported food based on information such as violative history of a product, manufacturer, shipper, grower, importer, geographic area, or country that makes the article appear to be in violation of the FD&C Act. Regulatory procedures manual:  Automatic Detention, supra note 24.  “Detention without physical examination” is synonymous with “automatic detention.”  DWPE may also occur based on information that food was harvested from polluted waters, manufactured under insanitary conditions, or manufactured in non-compliance with good manufacturing practices. Id.
When an article of food is subject to DWPE, the importer has the burden of proving that the article complies with the FD&C Act.  According to FDA:  
Automatic detention, first used by FDA in 1974, is appropriate when there exists a history of the importation of violative products, or products that may appear violative, or when other information indicates that future entries may appear violative. Automatic detention has the effect of reminding the importing community that FDA is a regulatory agency, not a quality control laboratory. Often, importers wait until the Agency has issued a Notice of Detention to determine whether the articles they are offering for import comply with the FD&C Act. Automatic detention properly places the responsibility for ensuring compliance with the law on the importer. Id.
Further, “[i]mporters bear the primary responsibility for ensuring that products they import comply with all provisions of the FD&C Act.” Id.  Thus, importers who want to avoid DWPE should take measures to ensure the foods they import come from reliable sources whose products comply with the FD&C Act.
Any FDA unit can recommend DWPE based on analysis that can be performed by state, local, or foreign agencies. See id.  FDA’s Office of Regional Operations, Division of Import Operations and Policy (“DIOP”) reviews all recommendations for DWPE and issues recommendations in the form of Import Alerts. See U.S. Food & Drug Admin., Regulatory Procedures Manual, Chapter 9:  Import Operations/Actions, Subchapter:  Import Information Directives (2002), available at http://www.fda.gov/ora/compliance_ref/rpm_new2/ch9dirs.html.  Chapter 9 of FDA’s Regulatory Procedures Manual is currently being revised.  See U.S. Food & Drug Admin., Regulatory Procedures Manual March 2004, Chapter Descriptions, at http://www.fda.gov/ora/compliance_ref/rpm/default.htm.  Import Alerts are disseminated to provide import problem information to all FDA units and provide guidance for FDA field staff.  Import Alerts thus allow uniform, nationwide enforcement of automatic detention. See id.
Notably, FDA Import Alerts sometimes target parties that are not the direct source of an import problem.  This may occur when FDA cannot identify the exact source of a problem.  For example, FDA places shippers on automatic detention when FDA cannot determine the particular manufacturer of a problem product. See Regulatory procedures manual:  Automatic Detention, supra note 24.    Import Alerts can also be directed to geographic regions or countries even though products from some suppliers might fully comply with the FD&C Act.
FDA has discretion not only in issuing Import Alerts, but also in removing affected parties from Import Alerts.  
FDA decisions to remove a product, manufacturer, packer, shipper, grower, country, or importer from automatic detention should be based on evidence establishing that the conditions that gave rise to the appearance of a violation have been resolved and the agency has confidence that future entries will be in compliance with the Act. Id.
Evidence warranting removal of parties from Import Alerts typically involves establishing a consistent pattern of shipments that comply with the FD&C Act. See id.
Currently, there appear to be five active Import Alerts issued due to pathogens in fresh fruits and vegetables.  One subjects all Guatemalan raspberries to automatic detention, one affects avocados and avocado products from certain Mexican firms, one affects Mexican cantaloupes with certain firms exempted from DWPE, one affects one specific Mexican supplier of fresh parsley and cilantro, and one affects certain Mexican suppliers of green onions. See U.S. Food & Drug Admin., Import Alert #20-04, Detention Without Physical Examination of Imported Raspberries From Guatemala From March 15 Through August 15, 2005 (Mar. 15, 2005) (issued because of Cyclospora contamination), available at http://www.fda.gov/ora/fiars/
ora_import_ia2004.html; U.S. Food & Drug Admin., Import Alert #21-12, Detention Without Physical Examination of Frozen and Refrigerated Guacamole and Avocado Products (Mar. 27, 1998) (issued due to Liseria monocytogenes contamination), available at http://www.fda.gov/ora/fiars/
ora_import_ia2112.html; U.S. Food & Drug Admin., Import Alert #22-01, Detention Without Physical Examination of Cantaloupes From Mexico (Dec. 13, 2002) (issued due to Salmonella spp. contamination), available at http://www.fda.gov/ora/fiars/ora_import_ia2201.html; U.S. Food & Drug Admin., Import Alert #24-21, Detention Without Physical Examination of Parsley and Cilantro From Agricola Herendira, Mexico Due To Shigella Sonnei (Dec. 18, 1998), available at http://www.fda.gov/ora/fiars/ora_import_ia2421.html; U.S. Food & Drug Admin., Import Alert #25-20, Detention Without Physical Examination of Green Onions (Scallions) From Specific Firms In Mexico (Dec. 25, 2003) (issued due to Hepatitis A Virus contamination), available at http://www.fda.gov/
ora/fiars/ora_import_ia2520.html.
2. Examination and Sampling of Imported Foods
Due to limited resources, FDA can only examine a small portion of food imports.  Although inpections of imported foods increased from 12,000 to 98,000 from 2000 to 2004, FDA still inspects only a small portion of imported foods. See Press Conference Announcing Resignation of Secretary of Health & Human Services Tommy Thompson (Dec. 3, 2004) (transcript from CNN News available on Westlaw at 2004 WLNR 13419834).  Decisions to inspect food shipments were previously based on importers’ entry documents provided by the Bureau of Customs and Border Protection, but can now be based on review of mandatory prior notice of imported food shipments required by the Bioterrorism Act. See infra Part II.C (describing prior notice regulations); Ctr. For Food Safety & Applied Nutrition, U.S. Food & Drug Admin., FDA Import Procedures (1996) [hereinafter FDA Import Procedures], available at http://www.cfsan.fda.gov/~lrd/import.html.  In addition to information-based criteria, FDA can use inadequate prior notice as a factor in determining which shipments to inspect. See U.S. Food & Drug Admin., Compliance Policy Guides Manual § 110.310, Guidance for FDA and CBP Staff, Prior Notice of Imported Food Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, at Part II (Dec. 2003, last revised Mar. 2005) [hereinafter Prior Notice Compliance Policy Guide], available at http://www.cfsan.fda.gov/~pn/
cpgpn5.html.  If FDA determines examination is unnecessary, the article is released for shipment.  Otherwise, FDA can request more information, examine the article, or request a sample of the article.  Pending an admissibility decision, the owner or cosignee may take custody of the article under bond, and may move the article freely. See FD&C Act § 801(b), 21 U.S.C. § 381(b); 68 Fed. Reg. at 58,975.  Thus, FDA examination or sampling may occur at a location other than the port of entry. Prior Notice of Imported Food Under the Public Health and Bioterrorism Preparedness and Response Act of 2002, 68 Fed. Reg. 58,974, 58,975 (Oct. 10, 2003).  If FDA requests a sample, the owner or cosignee of the article must be given prompt notice, and the owner or cosignee cannot distribute the food until provided with notice of the results of examination. 21 C.F.R. § 1.90.  The sample is typically sent to a laboratory for testing, but FDA is researching methods to enable field testing for chemical and microbial contaminants. See FDA Report on Testing, supra note 11.
If examination indicates that the article appears unsafely produced, contains illegal additives or contaminants, or appears adulterated or misbranded, FDA must issue the owner or cosignee a Notice of Detention and Hearing. See 21 C.F.R. § 1.94; FDA Import Procedures, supra note 40.  The owner or cosignee is then given ten working days to introduce evidence that the article is admissible, and the owner or cosignee is granted a hearing. See 21 C.F.R. § 1.94; FDA Import Procedures, supra note 40.  If the owner or cosignee does not respond to the notice, FDA will refuse admission. See FDA Import Procedures, supra note 40.  Otherwise, FDA holds a hearing where the importer can introduce evidence that the article is admissible, request authorization to bring the article into compliance (e.g., by relabeling), or convert to a non-food use. See FD&C Act § 801(b), 21 U.S.C. § 381(b); 21 C.F.R. §§ 1.94-1.96; FDA Import Procedures, supra note 40.  FDA can then refuse admission or release the article for shipment after follow-up to ensure compliance. See FDA Import Procedures, supra note 40.  Once FDA refuses to admit an article, that article must be destroyed or exported within ninety days or other permissible period of time. See FD&C Act § 801(a), 21 U.S.C. § 801(a).  
If an article is refused under § 801(a) but not destroyed, the Bioterrorism Act allows FDA to require the owner or cosignee to affix to the container of food a label clearly and conspicuously bearing the statement:  “UNITED STATES:  REFUSED ENTRY.” Public Health Security and Bioterrorism Preparedness and Response Act of 2002 § 308, 21 U.S.C. § 381(n)(1) [hereinafter Bioterrorism Act].  The provision thus explicitly authorizes FDA’s controversial practice of labeling rejected shipments. See James T. O’Reilly, Food and Drug Administration § 28:1 (2d ed. 2004) (describing FDA’s controversial labeling practice before the Bioterrorism Act).  The provision helps prevent “port shopping,” where a shipper re-offers a refused shipment at a different port of entry.  The Bioterrorism Act further prevents port shopping by deeming previously refused food adulterated unless the person reoffering the food affirmatively proves that the food complies with the FD&C Act. See Bioterrorism Act § 309, 21 US.C. § 342(h).
B. Registration of Food Facilities
	FDA’s requirement that food facilities register with FDA will allow FDA to respond quickly to terrorist threats or attacks and will facilitate determination of sources and causes of foodborne disease outbreaks. See Registration of Food Facilities Under the Public Health and Bioterrorism Preparedness and Response Act of 2002, 68 Fed. Reg. 58,894 (Oct. 10, 2003) [hereinafter Registration of Food Facilities], available at http://www.cfsan.fda.gov/~lrd/fr03o10a.html.  Section 305 of the Bioterrorism Act requires “that any facility engaged in manufacturing, processing, packing, or holding food for consumption in the United States be registered with the Secretary [of Health and Human Services].” Bioterrorism Act § 305(a), 21 U.S.C. § 350d(a)(1).  FDA issued an interim final rule on registration requirements in October 2003, and the rule became effective December 12, 2003. Registration of Food Facilities, 68 Fed. Reg. at 58,894.
	Facility registration applies to both domestic and foreign facilities that are “engaged in the manufacturing/processing, packing, or holding of food.” 21 C.F.R. § 1.225(a).  The registration requirement is limited to facilities that handle “food for consumption in the United States.” Id.  Thus, among facilities not required to register are animal food facilities, domestic facilities that only handle food for export, and foreign facilities that handle food for transshipment through the United States.  
The Bioterrorism Act further exempts from registration:  farms, restaurants, other retail food establishments (e.g., grocery stores), nonprofit food establishments (e.g., soup kitchens), and some fishing vessels. Bioterrorism Act § 305(a), 21 U.S.C. § 350d(b)(1); 21 C.F.R. § 1.226.  FDA regulations also exclude from the definition of “facilities”:  transporters, private homes, and nonbottled water drinking water collection and distribution establishments. 21 C.F.R. § 1.227(b)(2).
For foreign facilities, the registration requirement only applies to facilities that manufacture, process, pack, or hold food that is exported to the United States without further processing or packaging outside the United States. Bioterrorism Act § 305(a), 21 U.S.C. § 350d(b)(3)(A); 21 C.F.R. § 1.226(a).  Foreign facilities must register if the only further processing is labeling or other de minimis activity, and facilities conducting such de minimis activity must also register. Bioterrorism Act § 305(a), 21 U.S.C. § 350d(b)(3)(B); 21 C.F.R. § 1.226(a);   Thus, foreign facilities required to register include:  (1) the last facility to manufacture or process the food (not including de minimis processing); (2) every facility that subsequently performs de minimis processing of the food; and (3) every facility that subsequently packs or holds the food. See Registration of Food Facilities, 68 Fed. Reg. at 58,900-901 cmt. 17.  Note that “pack” and “packaging” are not equivalent for purposes of the registration requirement.  “Packaging (when used as a verb) means placing food into a container that directly contacts the food and that the consumer receives.”  21 C.F.R. § 1.227(b)(8).  “Packing means placing food into a container other than packaging the food.” 21 C.F.R. § 1.227(b)(9).Thus, food that is “packed” has not undergone further “packaging.”  Hence, the registration exemption for foreign facilities that manufacture food that undergoes further “packaging” by other foreign facilities does not exempt foreign facilities that manufacture food that undergoes further “packing” by other foreign facilities.
	Information required for registration mostly pertains to contact information for the facility, any parent company of the facility, the owner, the operator, and the agent in charge. See 21 C.F.R. § 1.232.  Significantly, foreign facilities must also designate a United States agent as a contact person for routine and emergency communications. See 21 C.F.R. § 1.232(d); 21 C.F.R. § 1.227(b)(13).  Such agent must be an actual person that resides in or maintains a place of business in the United States. 21 C.F.R. § 1.227(b)(13).  FDA agrees with commentators that believe that securing a U.S. agent is prohibitively expensive for many foreign facilities and that those facilities will simply stop exporting to the United States. See Registration of Food Facilities, 68 Fed. Reg. at 58,946 cmt. 184; see also infra Part III.B.1.a.  Nonetheless, FDA believes the impact of the registration requirement on foreign trade will be very small. See Registration of Food Facilities, 68 Fed. Reg. at 58,946 cmt. 184; see also infra Part III.B.1.a.  Other required information includes all trade names used by the facility and food product categories handled by the facility. 21 C.F.R. § 1.232(f)-(g).  FDA strongly encourages electronic registration through the FDA website, but also allows mail, fax, or CD-ROM registration. 21 C.F.R. § 1.231.
Failure to register is a prohibited act under the FD&C Act. Bioterrorism Act § 305(b), 21 U.S.C. 331(dd); 21 C.F.R. § 1.241.  Further, imported food from an unregistered foreign facility is subject to hold at the port of entry until the registration violation is corrected. Bioterrorism Act § 305(c), 21 U.S.C. 381(l)(1).  Because imported food shipments that lack prior notice are also subject to hold at the port of entry, FDA decided to address consequences for failure to register in its prior notice regulations. See Registration of Food Facilities, 68 Fed. Reg. at 58,930 cmt. 151.  Hence, an imported food shipment is subject to refusal if it arrives in the United States without prior notice that includes required registration numbers. See 21 C.F.R. § 1.241; infra Part II.C.
Compliance and Enforcement
	Registration requirements became effective December 12, 2003. Registration of Food Facilities, 68 Fed. Reg. at 58,894.  In its interim final rule, FDA estimated that 421,676 facilities, including 205,405 foreign facilities, would be required to register. Registration of Food Facilities, 68 Fed. Reg. at 58,938-939 table 7.  However, as of January 18, 2005, only 131,086 foreign facilities (63.8% of estimate) and 238,129 total facilities (56.5% of estimate) had registered. Ctr. for Food Safety & Applied Nutrition, U.S. Food & Drug Admin., Compliance Information:  Registration (Jan. 26, 2005), available at http://www.cfsan.fda.gov/~furls/ffregsum.html.  FDA may have overestimated the number of affected facilities, but will continue outreach efforts to ensure registration of facilities required to do so. Id.
Although FDA can enforce the registration requirement for domestic facilities through routine food safety inspections, enforcement of registration for foreign facilities occurs only when imported food shipments lack registration information in prior notice. See U.S. Food & Drug Admin., Compliance Policy Guides Manual § 110.300, Guidance for FDA Staff, Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Dec. 2003, revised Nov. 2004) [hereinafter Registration Compliance Policy Guide], available at http://www.cfsan.fda.gov/~furls/cpgreg2.html. Approximately 16% of imported food shipments arrive in the United States with prior notice that either fails to include required registration numbers or provides invalid registration numbers. Ctr. for Food Safety & Applied Nutrition, U.S. Food & Drug Admin., Compliance Summary Information:  Prior Notice (Apr. 1, 2004, revised Aug. 2004), available at http://www.cfsan.fda.gov/
~pn/pnsum.html; infra Part II.C.  This may indicate that foreign facilities required to register are failing to register.  However, since registered facilities do not necessarily submit prior notice, failure to include registration numbers in prior notice may indicate that prior notice submitters simply do not know the required registration numbers.
Because failure to register is usually easy to correct, FDA limits enforcement of the registration requirement as a prohibited act. See Registration Compliance Policy Guide, supra note 80.  FDA intends to focus enforcement as a prohibited act when a facility fails to register after receiving a Warning Letter and when FDA inspection reveals other serious violations of the FD&C Act. See id.  Upon discovering an unregistered facility, FDA will generally issue an Untitled Letter informing the owner, operator, or agent in charge of the facility of the requirement and allowing thirty working days for registration. See id.  If the facility remains unregistered after thirty days, FDA will then issue a Warning Letter. See id.  If the facility remains unregistered after receiving the Warning Letter, FDA will generally recommend enforcement in the form of an injunction enjoining violation of the provision that makes failure to register a prohibited act. See id.
C. Prior Notice of Imported Food
In order to facilitate food inspections at ports of entry, the Bioterrorism Act requires the Secretary of Health and Human Services to promulgate regulations requiring prior notice of imported food shipments. Bioterrorism Act § 307(a), 21 U.S.C. § 381(m)(1).  FDA issued an interim final rule on prior notice in October 2003, and the rule became effective December 12, 2003. See Prior Notice of Imported Food Under the Public Health and Bioterrorism Preparedness and Response Act of 2002, 68 Fed. Reg. 58,974, 58,975-76 (Oct. 10, 2003) [hereinafter Prior Notice of Imported Food], available at http://www.cfsan.fda.gov/~lrd/fr03o10b.html; see also Prior Notice of Imported Food Under the Public Health and Bioterrorism Preparedness and Response Act of 2002; Correction, 69 Fed. Reg. 4,851 (Feb. 2, 2004) (making minor corrections to interim final rule), available at http://www.cfsan.fda.gov/~lrd/fr040202.html.  FDA expects to issue a final rule in June 2005. See U.S. Food & Drug Admin., FDA Talk Paper T04-29, FDA and CBP Announce Revised Compliance Schedule for Enforcement of the Prior Notice Interim Final Rule and Contingency Plan for Prior Notice System Outages (Aug. 12, 2004) [hereinafter FDA and CBP Announce Revised Compliance Schedule], available at http://www.fda.gov/bbs/topics/ANSWERS/
2004/ANS01304.html.  
Prior notice requirements apply broadly to:
all food for humans and other animals that is imported or offered for import into the United States for use, storage, or distribution in the United States, including food for gifts and trade and quality assurance/quality control samples, food for transshipment through the United States to another country, food for future export, and food for use in a U.S. Foreign Trade Zone. 21 C.F.R. § 1.277(a).
Unlike the registration rule, prior notice is thus not limited to food for human consumption in the United States.  Exclusions exist for food for personal use, some personal gifts, food imported and exported without leaving the port of arrival, and foods under exclusive United States Department of Agriculture jurisdiction. 21 C.F.R. § 1.277(b).
Information required in prior notice includes, but is not limited to, identity of:  the article, the manufacturer or grower, the shipper, the registration number of the shipper if registration is required, the country of production, the country from which the article is shipped, the anticipated port of arrival, the anticipated date and time of arrival, the mode of transportation, and certain shipping information. See Bioterrorism Act § 307(a), 21 U.S.C. § 381(m)(1); 21 C.F.R. § 1.281(a).  
The country of production for an article in its natural state is the country where the article was grown. 21 C.F.R. § 1.276(b)(4)(i).  For an article no longer in its natural state, the country of production is the country where the article was made. 21 C.F.R. § 1.276(b)(4)(ii).  Thus, the country of production for raw vegetables is the country where the vegetables were grown, but the country of production for chopped or canned vegetables is the country where the vegetables were chopped or canned. See Prior Notice of Imported Food, 68 Fed. Reg. at 58,973.  
The country from which the article is shipped is the country in which the food is loaded onto the conveyance that brings the food to the United States. 21 C.F.R. § 1.276(b)(3).  Thus, if a ship leaves country A with an article for import, stops in country B without unloading the article, then arrives in the United States, the country from with the article is shipped is country A. See Prior Notice of Imported Food, 68 Fed. Reg. at 58,982-983.  If a ship leaves country A and stops in country B, where the article is transferred to another ship or other mode of transportation (e.g., a truck) that brings the article to the United States, the country from which the article is shipped is country B. See id.
Despite concerns that information on intermediate destination countries is needed for adequate traceback in the event of a foodborne disease outbreak, such information is not required in prior notice.  Comments on the prior notice regulations indicated concerns about potential food tampering beyond the control of the manufacturer at intermediate shipping destinations. See Prior Notice of Imported Food, 68 Fed. Reg. at 58,982.  Other comments opposed such a requirement as unnecessary and unreasonably burdensome, because shipments often pass through countries without being unloaded and importers usually have no control over where the food stops. See id.  FDA declined to weigh these concerns and determined that the Bioterrorism Act’s use of the singular “country” only required notice of the country from which the article was shipped. See id.; Bioterrorism Act, § 307(a), 21 U.S.C. § 381(m)(1).
Prior notice must be submitted electronically through either the Bureau of Customs and Border Protection (“CBP”) Automated Broker Interface of the Automated Commercial System (“ABI/ACS”) or the FDA Prior Notice System Interface (“PNSI”). 21 C.F.R. § 1.280(a).  Because CBP and FDA require some of the same information for imported shipments, FDA allows submission via CBP’s ABI/ACS in order to minimize costs for complying with prior notice requirements. See Prior Notice of Imported Food, 68 Fed. Reg. at 58,981.  Approximately 86% of prior notice submissions are via ABI/ACS as additional information included in submissions already required by CBP, but submissions via PNSI appear to be increasing. See Ctr. for Food Safety & Applied Nutrition, U.S. Food & Drug Admin., Compliance Summary Information:  Prior Notice (Apr. 1, 2004, revised Aug. 2004) [hereinafter Compliance Summary Information:  Prior Notice], available at http://www.cfsan.fda.gov/~pn/pnsum.html.
	Prior notice can be submitted by anyone with knowledge of the required information, 21 C.F.R. § 1.278. and must be submitted at least two to eight hours in advance, depending on mode of transportation. 21 C.F.R § 1.279.  However, FDA is currently assessing the possibility of reducing timeframes for submission of notice and may incorporate reduced timeframes in its final rule on prior notice, expected in June 2005. See Ctr. for Food Safety & Applied Nutrition, U.S. Food & Drug Admin., Joint FDA-CBP Plan for Increasing Integration and Assessing the Coordination of Prior Notice Timeframes (Apr. 1, 2004, revised Aug. 2004), at http://www.cfsan.fda.gov/~pn/pnplan2.html.
	An imported article of food that lacks prior notice or contains inaccurate notice is subject to refusal of admission. 21 C.F.R. § 1.283(a)(1)(i)-(ii).  If an article is refused for lack of notice or inaccurate notice, the article must be held at the port of entry unless CBP authorizes immediate export or FDA or CBP otherwise directs. Id.  An article with untimely notice is subject to refusal with similar conditions unless FDA has reviewed the notice and has advised CBP of a response to that notice. 21 C.F.R. § 1.283(a)(1)(iii).  Food refused for inadequate notice can only be moved under appropriate custodial bond, and FDA must be notified of the location where the food will be moved. 21 C.F.R. § 1.283(a)(2)(ii).  The food cannot be delivered to the importer, owner, or ultimate cosignee. Id.  Importantly, a decision not refusing an article of food for inadequate prior notice does not affect admissibility under any other law, including § 801(a) of the FD&C Act. See 21 C.F.R. § 1.283(g); see also supra Part II.A (describing admissibility under § 801(a)).  Further, importing food in violation of the prior notice requirements is a prohibited act for purposes of the FD&C Act. Bioterrorism Act § 307(b), 21 U.S.C. § 331(ee).
Compliance and Enforcement
	FDA’s interim final rule on prior notice became effective December 12, 2003. Prior Notice of Imported Food, 68 Fed. Reg. at 58,974.  FDA initially allowed a transitional compliance policy that expected good faith effort to comply and relied mostly on educating affected firms about the prior notice requirements. See Press Release, U.S. Food & Drug Admin., FDA and CBP Announce Their Transitional Compliance Policy on Food Imports Under the Bioterrorism Act (Dec. 11, 2003), available at http://www.fda.gov/bbs
/topics/NEWS/2003/NEW00995.html.  During this period, FDA reserved use of civil monetary penalties and refusals for repetitive, flagrant, or serious violations. Id.  This period ended August 13, 2004, when FDA indicated it would begin full enforcement of the prior notice rule except for certain violations, which FDA announced it would enforce after November 1, 2004. See FDA and CBP Announce Revised Compliance Schedule, supra note 89. FDA nonetheless continues education efforts by distributing information at ports of entry and compiling and sharing information on compliance with and types of errors in prior notice submissions. See Prior Notice Compliance Policy Guide, supra note 41, at Part II.  
However, FDA’s compliance and enforcement policy still involves discretion and is lenient for certain types of violations.  FDA’s Compliance Policy Guide states:  “In general, for any prior notice violation, the action FDA and CBP staff typically should consider taking is refusal and/or assessment of CBP Civil Monetary Penalties.” See id. at Part III.C.1.  The Compliance Policy Guide then describes several situations when the FDA generally should consider not taking any enforcement action. See id. at Part III.C.  These situations include when: certain information is included in lieu of manufacturer registration information, certain express courier shipments lack adequate notice, shipments for non-commercial purposes shipped with non-commercial shippers lack adequate notice, and other minor or inadvertent violations occur. See id.  Thus, enforcement of prior notice requirements is not strict for all food shipments.
Although only about 0.5% of imported food shipments arrive in the United States without prior notice, parties supplying prior notice seem to have difficulty complying with certain requirements. See Compliance Summary Information:  Prior Notice, supra note 104.  FDA receives about 160,000 prior notice submissions weekly. Id.  Of submissions requiring manufacturer registration numbers, 13% fail to include a registration number, and another 3% include invalid registration numbers. Id.  Untimely submission and inaccurate cosignee information also appear to be problematic, but less common, reasons for non-compliance. Id.  FDA is trying to provide more information to industry and determine other ways to improve compliance. Id.
D. Establishment and Maintenance of Records
	In order to improve FDA’s ability to respond to and contain food safety threats and outbreaks, the Bioterrorism Act grants the Secretary of Health and Human Services authority to promulgate regulations requiring establishment and maintenance of records by persons who manufacture, process, pack, transport, distribute, receive, hold, or import food. Bioterrorism Act § 306(a), 21 U.S.C. 350c(b); Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, 69 Fed. Reg. 71,562 (Dec. 9, 2004) [hereinafter Establishment and Maintenance of Records], available at http://www.cfsan.fda.gov/~lrd/fr04d09a.html.  Thus, the rule applies to all food, not just food for consumption.  The Secretary can require records needed to identify the immediate previous sources and immediate subsequent recipients of food. Bioterrorism Act § 306(a), 21 U.S.C. 350c(b).  If FDA “has a reasonable belief that an article of food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals,” those required to keep records must allow access to all records relating to such article of food. Bioterrorism Act § 306(a), 21 U.S.C. § 350c(a); 21 C.F.R. § 1.361.
Because the phrase “serious adverse health consequences” appears in multiple places in the Bioterrorism Act, FDA initially indicated that it intended to define the phrase in order to promote uniformity and consistency and to inform the public of FDA’s interpretation. See Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, 69 Fed. Reg. 31,660, 31,673 cmt. 42 (June 4, 2004).  However, FDA without explanation later withdrew from its agenda the task of defining the phrase. See Department of Health and Human Services, Unified Agenda, 69 Fed. Reg. 73,119, 73,151 (Dec. 13, 2004); see also E-mail from Karen Carson, Center For Food Safety and Applied Nutrition, U.S. Food and Drug Administration, to Richard Ting (Apr. 19, 2005 11:55:37 -0400) (on file with author) (explaining that “[FDA] just reconsidered and decided not to move ahead with establishing a definition”).
	FDA issued a final rule on establishment and maintenance of records on December 9, 2004. See Establishment and Maintenance of Records, 69 Fed. Reg. 71,562; see also Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002; Correction, 70 Fed. Reg. 8,726 (Feb. 23, 2005) (making minor corrections), available at http://www.cfsan.fda.gov/~lrd/fr050223.html.  Significantly, the final rule applies only to activities in the United States. See 21 C.F.R. §§ 1.326, 1.327(h).   Thus, foreign persons, except those who transport food in the United States, are excluded from the record-keeping requirements. 21 C.F.R. § 1.327(h).  The record-keeping rule provides many other exclusions. See 21 C.F.R. § 1.327.   Most notably, farms and restaurants are excluded from the record-keeping requirements. See Bioterrorism Act § 306(a), 21 U.S.C. § 350c(a); 21 C.F.R. § 1.327(a)-(b). 
	Nontransporters “Nontransporter means a person who owns food or who holds, manufactures, processes, packs, imports, receives, or distributes food for purposes other than transportation.”  21 C.F.R. § 1.328. must keep records pertaining to the immediate previous nontransporter and transporter of any article of food, the immediate subsequent nontransporter and transporter of food, and other information regarding the characteristics of the article of food. See 21 C.F.R. §§ 1.337, 1.345.  Thus, for any article of food, a nontrasporter must keep contact information for:  (1) the nontransporter that sent the food; (2) the transporter that brought the food; (3) the transporter that takes the food away; (4) and the nontransporter who will receive the food next.  In addition, nontransporters must keep records describing the type and quantity of all foods received or released, and stating the date food was received and the date food was released. See 21 C.F.R. §§ 1.337, 1.345.  Manufacturers, processors, and packers must also keep records of lot, code, or other available identifiers of food. See 21 C.F.R. §§ 1.337(a)(4), 1.345(a)(4).
	Transporters have five options for fulfilling the record-keeping requirements. See 21 C.F.R. § 1.352.  A transporter can establish and maintain records that include:  (1) names of immediate previous source and immediate subsequent recipient, origin and destination points, date shipment received and date released, number of packages, description of freight, route of movement, and transfer points; (2) information required of roadway interstate transporters by the Department of Transportation’s Federal Motor Carrier Safety Administration; (3) information required of rail and water interstate transporters by the Department of Transportation’s Surface Transportation Board; (4) information required of international air transporters and air waybills by the Warsaw Convention. See 21 C.F.R. § 1.352(a)-(d).  The fifth option is for the transporter to enter into an agreement with the immediate previous nontransporter source located in the United States or with the immediate subsequent nontransporter recipient located in the United States for the nontransporter to establish and maintain records that include the information required by any of the other four options. See 21 C.F.R. § 1.352(e).
	Records do not have to be kept in any particular format, and existing records for other purposes can be used to satisfy the record-keeping requirements under the Bioterrorism Act. See 21 C.F.R. § 1.330.  Records must be retained for six months to two years depending on the risk of spoilage, loss of value, or loss of palatability of the food. See 21 C.F.R. § 1.360.  When FDA has a reasonable belief that an article of food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals, FDA can request records, and requested records must be made available for inspection and photocopying within twenty-four hours. See 21 C.F.R. § 1.361.  Failure to establish or maintain records and failure to permit FDA access to requested records are prohibited acts under the FD&C Act. Bioterrorism Act § 306(c), 21 U.S.C. § 331(e); 21 C.F.R. § 1.363.
	Compliance and Enforcement
	FDA does not yet require compliance with record-keeping requirements under the Bioterrorism Act.  The general compliance date is December 9, 2005, but compliance dates for small and very small businesses are June 9, 2006 and December 11, 2006, respectively. 21 C.F.R. § 1.368.
	FDA can enforce the record-keeping requirement as a prohibited act under the FD&C Act. Bioterrorism Act § 306(c), 21 U.S.C. § 331(e); 21 C.F.R. § 1.363.  Significantly, FDA can access records only when it has a reasonable belief of a threat of serious adverse health consequences or death to humans or animals. See Bioterrorism Act §§ 306(a)-(b), 21 U.S.C. §§ 350c(a), 374(a)(1); 21 C.F.R. § 1.361.  Thus, FDA can discover noncompliance and enforce the record-keeping rule only after a problem arises and FDA needs the information.  FDA has issued draft guidance for its procedures for requesting access to records, but has not issued any guidance on how it intends handle violations of the record-keeping rule. See Ctr. for Food Safety & Applied Nutrition, U.S. Food & Drug Admin., Draft Guidance for Industry & FDA Staff, Draft Guidance for Records Access Authority Provided in Title III, Subtitle A of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Dec. 2004), available at http://www.cfsan.fda.gov/~dms/secgui12.html.
E. Administrative Detention
	Distinct from FDA’s authority to refuse admission of food based on inspection is FDA’s authority to administratively detain food under the Bioterrorism Act. See Bioterrorism Act § 303, 21 U.S.C. § 334(h); see also Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, 69 Fed. Reg. 31,660, 31,661 (June 4, 2004) [hereinafter Administrative Detention of Food] (indicating that administrative detention under Bioterrorism Act unrelated to refusal of admission based on inspection), available at http://www.cfsan.fda.gov/~lrd/fr040604.html.  This detention authority allows FDA to control potentially dangerous food that might otherwise enter into commerce during the time necessary to prepare a seizure action. See Administrative Detention of Food, 69 Fed. Reg. at 31,661.  FDA can detain “any article of food that is found during an inspection, examination, or investigation . . . if [FDA] has credible evidence or information indicating that such article presents a threat of serious adverse health consequences or death to humans or animals.” Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(1); 21 C.F.R. § 1.378.  Thus, FDA detention of food under the Bioterrorism Act requires FDA to meet a stricter standard than that required for either requesting access to records or refusal to admit food based on inspection. Compare Bioterrorism Act § 303(a), 21 U.S.C § 334(h)(1) (requiring “credible evidence or information” of threat to detain food), with Bioterrorism Act § 306(a), 21 U.S.C. § 350c(a) (requiring “reasonable belief” of threat before FDA can request access to records), and FD&C Act § 801(a), 21 U.S.C. § 381(a) (allowing refusal of admission “if it appears” the food is unsanitary, illegal, adulterated, or misbranded).  FDA can detain food whether the credible evidence or information indicates intentional or unintentional adulteration of food. See Administrative Detention of Food, 69 Fed. Reg. at 31,663 cmt. 1.  Further, in order to maintain flexibility to make fact-specific decisions that accommodate various circumstances, FDA has refused to define “credible evidence or information.” See Administrative Detention of Food, 69 Fed. Reg. at 31,672-673 cmt. 38.  FDA also has not defined “serious adverse health consequences.” See supra notes 131-132 and accompanying text.
	FDA can generally detain food under the Bioterrorism Act for up to twenty days, but can detain food for up to thirty days if necessary to institute a seizure or injunction action. See Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(2); 21 C.F.R. § 1.379.  In order to expedite seizure actions on detained perishable foods, FDA regulations provide that FDA will generally send seizure recommendations for perishable foods to the Department of Justice within four days of a detention order. See 21 C.F.R. § 1.383.  FDA can require that a detained article of food be held at a specified location or be removed to a secure facility. See Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(3); 21 C.F.R. § 1.380.  Unlike articles subject to a pending admissibility decision based on examination or sampling, a detained article cannot be moved without FDA approval and cannot be delivered under execution of a bond. See Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(3); 21 C.F.R. § 1.381.  FDA can also label or mark a detained article with official labels or tags indicating that the article is detained. See Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(3); 21 C.F.R. § 1.382.  The transfer of any article of food in violation of a detention order or the removal or alteration of required marks or labels identifying the article as detained is a prohibited act under the FD&C Act. Bioterrorism Act § 303(b), 21 U.S.C. § 331(bb); 21 C.F.R. § 1.381(g).  If a detained article is seized, any person entitled to be a claimant of the article is entitled to appeal the detention order, and the appellant must be given opportunity for an informal hearing. See Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(4); see also 21 C.F.R. §§ 1.401-1.406 (describing procedures for appeal and informal hearing).
	The Bioterrorism Act also provides for temporary holds of imported foods at ports of entry. See Bioterrorism Act § 303(c), 21 U.S.C. § 381(j)(1).  If FDA has credible evidence or information that an article of food offered for import presents a threat of serious adverse health consequences or death to humans or animals, and FDA is unable to inspect, examine, or investigate such article at a port of entry, FDA can request CBP to hold the food at the port of entry for up to twenty-four hours to allow FDA to inspect, examine, or investigate the article. See id.  During such a hold, FDA can request that CBP remove the food to a secure facility, and the food cannot be moved by anyone else and cannot be delivered pursuant to a bond. Bioterrorism Act § 303(c), 21 U.S.C. § 381(j)(2).
	
Compliance and Enforcement
	FDA’s authority to detain food under the Bioterrorism Act became effective when the Bioterrorism Act was signed into law on June 12, 2002.  The Bioterrorism Act only required FDA to issue regulations providing for expedited actions against perishable foods. See Bioterrorism Act § 303(a), 21 U.S.C. § 334(h)(2).  FDA nonetheless issued a final rule elaborating on administrative detention requirements, and the rule became effective July 6, 2004. Administrative Detention of Food, 69 Fed. Reg. at 31,660-661 (“Although the statutory requirements in section 303 of the Bioterrorism Act are self-executing and are currently in effect, FDA is issuing this regulation to further refine aspects of the administrative detention requirements.”)  FDA does not expect frequent use of its administrative detention authority against imported foods. See Administrative Detention of Food, 69 Fed. Reg. at 31,661.
F. Debarment
	The Bioterrorism Act permits FDA to debar importers who commit serious or repeated food import violations. See Bioterrorism Act § 304(a), 21 U.S.C. § 335a(b)(3).  Specifically, FDA can debar anyone who has been convicted of a felony related to importation of food into the United States or anyone who “has engaged in a pattern of importing or offering for import adulterated food that presents a threat of serious adverse health consequences or death to humans or animals.” Id.
	A debarred person cannot import food into the United States.  Importing food “by, with the assistance of, or at the direction of” a debarred person is a prohibited act under the FD&C Act. Bioterrorism Act § 304(d), 21 U.S.C. § 331(cc).  Further, if the importer, owner, or cosignee of an imported article of food is a debarred person, the article is subject to hold at the port of entry. Bioterrorism Act § 304(e), 21 U.S.C. § 381(k)(1).  The article cannot be delivered to the debarred person under any circumstances and can be removed to a secure facility. See id.  The article can be delivered to a non-debarred person if that person affirmatively establishes that the article complies with the FD&C Act. Bioterrorism Act § 304(e), 21 U.S.C. § 381(k)(2).
III. International Trade Issues
A. International Trade Agreements
International trade agreements impose restrictions on regulations concerning safety of imported foods.  Of particular relevance for regulations addressing microbial or viral contamination of food are the World Trade Organization (“WTO”) Agreement on the Application of Sanitary and Phytosanitary Measures (“SPS Agreement”) and Chapter Seven, Section B of the North American Free Trade Agreement (“NAFTA”).  These agreements apply to food safety measures and seek to promote principles of non-discrimination, harmonization, equivalence, science-based measures and risk assessment, regional adaptation, and transparency.
1. Scope of Agreements
The WTO SPS Agreement and Chapter Seven, Section B of NAFTA contain very similar provisions that apply to all sanitary and phytosanitary measures (“SPS measures”) that may, directly or indirectly, affect international trade. See Agreement on the Application of Sanitary and Phytosanitary Measures, Apr. 15, 1994, art. 1, Marrakesh Agreement Establishing the World Trade Organization, Annex 1A [hereinafter WTO SPS Agreement], available at http://www.wto.org/english/docs_e/legal_e/15sps_01_e.htm; North American Free Trade Agreement, Dec. 17, 1992, art. 709 [hereinafter NAFTA], available at http://www.nafta-sec-alena.org/DefaultSite/index_e.aspx?DetailID=78.  Under the WTO SPS Agreement, SPS measures include, among other things, “[a]ny measure applied to . . . protect human or animal life or health within the territory of the Member from risks arising from additives, contaminants, toxins or disease-causing organisms in foods, beverages or feedstuffs . . . .” WTO SPS Agreement, supra note 179, annex A.1(b).  Further:  
Sanitary or phytosanitary measures include all relevant laws, decrees, regulations, requirements and procedures including, inter alia, end product criteria; processes and production methods; testing, inspection, certification and approval procedures; quarantine treatments including relevant requirements associated with the transport of animals or plants, or with the materials necessary for their survival during transport; provisions on relevant statistical methods, sampling procedures and methods of risk assessment; and packaging and labelling requirements directly related to food safety. Id. annex A.1.
NAFTA contains a nearly identical definition of SPS measures. See NAFTA, supra note 179, art. 724.  Neither agreement prevents a country from developing its own desired level of food safety as long as that level of food safety is achieved using SPS measures that comply with the agreement. See WTO SPS Agreement, supra note 179, art. 2; NAFTA, supra note 179, art. 712.
2. Non-discrimination
	Both agreements prohibit arbitrary or unjustifiable discrimination between products of different countries or between foreign and domestic products. See WTO SPS Agreement, supra note 179, art. 2.3; NAFTA, supra note 179, art. 712.4.  Further, both agreements explicitly forbid adoption or application of SPS measures that serve as disguised restrictions on trade. See WTO SPS Agreement, supra note 179, art. 2.3; NAFTA, supra note 179, art. 712.6.
3. Harmonization
	Harmonization involves the notion that uniformity in SPS measures among countries will reduce costs for international food trade and thus promote an efficient global food market.  Both the WTO SPS Agreement and NAFTA encourage harmonization. See WTO SPS Agreement, supra note 179, art. 3; NAFTA, supra note 179, art. 713.  Both agreements provide that countries shall base SPS measures on international standards. See WTO SPS Agreement, supra note 179, art. 3.1; NAFTA, supra note 179, art. 713.1.  Further, any SPS measure that conforms with international standards of the Codex Alimentarius In 1963, the Food and Agriculture Organization of the United Nations and the World Health Organization created the Codex Alimentarius Commission to develop international food standards, guidelines, and related texts.  These standards and guidelines comprise the Codex Alimentarius, which is Latin for “food code.”  Both the WTO SPS Agreement and NAFTA cite the Codex Alimentarius as the appropriate source for international food safety standards, guidelines, and recommendations.  See WTO SPS Agreement, supra note 179, annex A.3(a); NAFTA, supra note 179, art. 724. are presumed to comply with both agreements. See WTO SPS Agreement, supra note 179, art. 3.3; NAFTA, supra note 179, art. 712.2.
4. Equivalence
	Related to harmonization is equivalence.  Both agreements require countries to treat as equivalent different SPS measures that achieve the same level of safety. See WTO SPS Agreement, supra note 179, art. 4; NAFTA, supra note 179, art. 714.
5. Science-Based Measures & Risk Assessment
To prevent arbitrary protectionist measures, both agreements require that all SPS measures be based on scientific principles and not be maintained without scientific evidence. See WTO SPS Agreement, supra note 179, art. 2.2; NAFTA, supra note 179, art. 712.3.  Further, any SPS measure must be based on a risk assessment that considers:  risk assessment techniques developed by international organizations; scientific evidence; processes and production methods; inspection, sampling, and testing methods; prevalence of diseases and pests in relevant regions; ecological and environmental conditions; and quarantine or other treatment. See WTO SPS Agreement, supra note 179, arts. 5.1-5.2; NAFTA, supra note 179, arts. 712.3(c), 715.1.  Risk assessment must also consider relevant economic factors, including loss of production that might result from introduction of the disease or pest, cost to control or eradicate the disease or pest, and relative cost-effectiveness of alternative approaches. See WTO SPS Agreement, supra note 179, art. 5.3; NAFTA, supra note 179, art. 715.3.
	The WTO SPS Agreement and NAFTA have very similar definitions of risk assessment, but one minor difference could have major significance for SPS measures to control foodborne pathogens.  The WTO SPS Agreement provides two definitions of “risk assessment”:
The evaluation of the likelihood of entry, establishment or spread of a pest or disease within the territory of an importing Member according to the sanitary or phytosanitary measures which might be applied, and of the associated potential biological and economic consequences; or the evaluation of the potential for adverse effects on human or animal health arising from the presence of additives, contaminants, toxins or disease-causing organisms in food, beverages or feedstuffs. WTO SPS Agreement, supra note 179, annex A.4 (emphasis added).
A WTO panel has determined that the second definition applies to SPS measures to protect animal or human health from risks arising from disease causing organisms in food. See World Trade Organization Dispute Panel Report on Australia – Measures Affecting Importation of Salmon, WT/DS18/R at ¶ 8.68 (June 12, 1998) [hereinafter WTO Panel Report on Australia – Salmon].  NAFTA’s definition is nearly identical, except the second definition uses singular nouns instead of the plural nouns used in the WTO definition. See NAFTA, supra note 179, art. 724 (“risk assessment means an evaluation of:  . . . the potential for adverse effects on human or animal life or health arising from the presence of an additive, . . . or disease causing organism in a food . . . .”).
	This distinction is important because of a WTO panel interpretation of the risk assessment definition.  The panel found that use of the singular “disease” in the first definition indicated that risk assessment must address each disease separately. See WTO Panel Report on Australia – Salmon, supra note 195, ¶ 8.74.  Thus, risk assessment only addressing overall risk associated with a combination of diseases did not satisfy requirements of the WTO SPS Agreement. Id.
	As mentioned, the second definition of risk assessment in the WTO SPS Agreement applies to measures to control foodborne pathogens.  Applying the WTO panel’s emphasis on singular or plural nouns, the WTO SPS Agreement’s second definition, which uses plural nouns, seems to allow risk assessment that addresses the combined risks of all foodborne pathogens without including pathogen-specific evaluation.  However, a different WTO panel applying the second definition found that with respect to hormones, “one of the basic principles of a risk assessment appears to be that it needs to be carried out for each individual substance.” World Trade Organization Dispute Panel Report on EC Measures Concerning Meat and Meat Products (Hormones), DS26/R/USA at ¶ 8.257 (Aug. 18, 1997) [hereinafter WTO Panel Report on EC – Hormones].  Also, NAFTA’s definition, which uses singular nouns, seems to require risk assessment for specific pathogens and specific foods.
	Even under the WTO SPS Agreement’s definition of risk assessment or a more relaxed interpretation of NAFTA’s definition, FDA’s Bioterrorism Act regulations are still subject to challenge for lack of acceptable risk assessment.  The European Commission has expressed its view that FDA’s Bioterrorism Act regulations lack a specific risk assessment. European Commission, Report on United States Barriers to Trade and Investment 20 (2004) [hereinafter EC Report on Barriers to Trade], available at http://trade-info.cec.eu.int/doclib/docs/2005/
march/tradoc_121929.pdf.  Both agreements require consideration of risk assessment techniques developed by international organizations.  Thus, risk assessment guidelines of the Codex Alimentarius are relevant.
	The Codex Alimentarius Commission adopted guidelines for microbiological risk assessment in 1999. Codex Alimentarius Comm’n, Principles and Guidelines for the Conduct of Microbiological Risk Assessment, CAC/GL-30 (1999), available at http://www.codexalimentarius.net/web/
standard_list.do?lang=en.  The guidelines for exposure assessment indicate that risk assessment for foodborne pathogens should be conducted on an individual pathogen basis and for specific categories of food.  Exposure assessment is a step in risk assessment that evaluates actual or anticipated human exposure to pathogens via food. See id. at 2, 4.  
The Codex Alimentarius guidelines explain that exposure assessment must consider the “frequency of contamination of foods by the pathogenic agent and its level in those foods over time.” Id. at 4.  This is affected by “the characteristics of the pathogenic agent [and] the microbiological ecology of the food.” Id.  Exposure assessment also “might” be based on potential contamination with “a particular agent” and “should specify the unit of food that is of interest, i.e., the portion size.” Id. (emphasis added).  Further, foods can be qualitatively categorized based on characteristics including “whether or not the food can support the growth of the pathogen of concern.” Id. at 5.  Thus, the Codex Alimentarius guidelines clearly contemplate risk assessment on an individual pathogen basis for specifically identified categories of food.
Such detailed risk assessment for general food safety measures, such as the Bioterrorism Act requirements, would be extremely burdensome.  Nonetheless, an interpretation of the Codex Alimentarius guidelines that requires such an assessment could render the Bioterrorism Act requirements in violation of international trade obligations.
Both agreements provide that SPS measures be based on risk assessment, “as appropriate to the circumstances.” WTO SPS Agreement, supra note 179, art. 5.1; NAFTA, supra note 179, art. 712.3(c).  A WTO Appellate Body determined that this phrase grants countries flexibility in fulfilling risk assessment requirements. See World Trade Organization Appellate Body Report on EC Measures Concerning Meat and Meat Products (Hormones), WT/DS/48/AB/R at ¶ 129 (Jan. 16, 1998).  Further, a WTO panel determined that “as appropriate to the circumstances” allows risk assessment on a case-by-case basis, in terms of product, origin and destination. WTO Panel Report on Australia – Salmon, supra note 195, ¶ 8.71.
	In determining its appropriate level of safety, a country should attempt to minimize negative trade effects.  See WTO SPS Agreement, supra note 179, art. 5.4; NAFTA, supra note 179, art. 715.3.  Further, a country must not require inconsistent levels of safety in different situations in a manner that results in arbitrary or unjustified discrimination or serves as a disguised restriction on trade. See WTO SPS Agreement, supra note 179, art. 5.5; NAFTA, supra note 179, art. 715.3.  Under the WTO SPS Agreement, SPS measures must be “not more trade-restrictive than required to achieve the appropriate level of sanitary or phytosanitary protection, taking into account technical and economic feasibility.” WTO SPS Agreement, supra note 179, art. 5.6.  “A measure is not more trade-restrictive than required unless there is another measure, reasonably available taking into account technical and economic feasibility, that achieves the appropriate level of sanitary or phytosanitary protection and is significantly less restrictive to trade.”  Id. art. 5.6 n.3.  NAFTA similarly limits SPS measures to what is necessary but does not explicitly limit measures to the least trade-restrictive option. See NAFTA, supra note 179, art. 712.5.
	If scientific evidence is insufficient to complete a risk assessment, both agreements allow countries to adopt provisional SPS measures based on available information. See WTO SPS Agreement, supra note 179, art. 5.7; NAFTA, supra note 179, art. 715.4.  Under such circumstances, the WTO SPS Agreement requires a country to seek additional information for a more objective risk assessment and review the provisional SPS measure accordingly within a reasonable amount of time. See WTO SPS Agreement, supra note 179, art. 5.7.  NAFTA does not explicitly require the country to seek more information, but requires review of the provisional measure within a reasonable amount of time after receiving additional information. See NAFTA, supra note 179, art. 715.4.
6. Regional Adaptation
	Both trade agreements require countries to adapt SPS measures to the characteristics of the geographic regions from which a product originates and to which a product will be shipped. See WTO SPS Agreement, supra note 179, art. 6; NAFTA, supra note 179, art. 716.  Countries must consider the prevalence of a disease or pest in a given area, the presence of eradication or control programs in that area, and any relevant international standards. See WTO SPS Agreement, supra note 179, art. 6.1; NAFTA, supra note 179, art. 716.1.  
Both agreements require recognition of pest-free or disease-free areas and areas of low pest or disease prevalence. See WTO SPS Agreement, supra note 179, art. 6.2; NAFTA, supra note 179, art. 716.3.  Determination of such areas must be based on factors such as geography, ecosystems, epidemiological surveillance, and effectiveness of SPS controls. See WTO SPS Agreement, supra note 179, art. 6.2; NAFTA, supra note 179, art. 716.2.
If the requirements applied, they could limit the geographic scope of any import alerts issued by FDA to control foodborne illnesses.  However, neither agreement’s regional adaptation requirements appear to apply to measures to control foodborne human illnesses.  NAFTA’s regional adaptation requirements apply only to measures related to “animal or plant pest or disease.” NAFTA, supra note 179, art. 716.1.  Under the WTO SPS Agreement, it is unclear whether regional adaptation requirements apply to measures to control foodborne human diseases, and no WTO dispute resolution panel appears to have considered this issue. See World Trade Org., WTO Analytical Index:  Guide to WTO Law and Practice, Vol. 1 at 522 (2003) [hereinafter WTO Analytical Index], available at http://www.wto.org/english/res_e/
booksp_e/analytic_index_e/sps_e.htm.   The WTO SPS agreement lacks an explicit limitation to plant and animal pests and diseases.  
Nonetheless, the regional adaptation requirement does not appear to apply to measures to control foodborne human pathogens.  The WTO SPS Agreement defines “pest- or disease-free area” as “[a]n area . . . in which a specific pest or disease does not occur.” WTO SPS Agreement, supra note 179, annex A.6.  Although a particular area might have a high prevalence of food contaminated with a particular human pathogen, that does not mean the disease caused by that pathogen occurs in that area.  Further, unlike plant pests or diseases, foodborne disease is spread by contaminated food and does not necessarily depend on the prevalence of infected individuals.  Hence, classification of an area as “disease free” with respect to a foodborne illness has little meaning.  An area might generally be free of a particular foodborne illness, but might temporarily become an area of high prevalence in the event of an outbreak.  Thus, the WTO SPS Agreement’s emphasis on recognition of pest- or disease-free areas seems to indicate that the regional adaptation requirements do not apply to measures to control foodborne illnesses.
7. Transparency
Transparency requires countries to notify other countries of SPS measures and provide information regarding such measures. See WTO SPS Agreement, supra note 179, art. 7 & annex B; NAFTA, supra note 179, art. 718.  SPS measures must be published in a manner that allows interested parties to become acquainted with the measures. See WTO SPS Agreement, supra note 179, annex B.1; NAFTA, supra note 179, art. 718.1.  Except in urgent situations, a country must provide a reasonable time between publication and enforcement of a new measure to allow affected parties to adapt to the new measure. See WTO SPS Agreement, supra note 179, annex B.2; NAFTA, supra note 179, art. 718.4.  Further, a country must allow a reasonable time for other countries to comment on new SPS measures, discuss the comments upon request, and consider such comments and discussions. See WTO SPS Agreement, supra note 179, annex B.5(d); NAFTA, supra note 179, art.718.3(c).  
Because all federal regulations are published and include a notice and comment period, FDA food import regulations will typically satisfy trade agreement transparency requirements.  However, import alerts and detention without physical examination do not include such a notice and comment period.  At least one commentator argues that FDA import alerts provide inadequate notice to affected parties and should include a notice a comment period. See Christine M. Humphrey, Note, The Food and Drug Administration’s Import Alerts Appear to be ‘Misbranded’, 58 Food & Drug L.J. 595 (2003).
8. Control, Inspection, and Approval Procedures
Both the WTO SPS Agreement and NAFTA contain provisions regarding procedures used to determine whether SPS measures are fulfilled.  Such procedures are called control, inspection, and approval procedures and are subject to requirements distinct from requirements for SPS measures. See WTO SPS Agreement, supra note 179, annex C; NAFTA, supra note 179, art. 717.  NAFTA specifically defines control or inspection procedures:
control or inspection procedure means any procedure used, directly or indirectly, to determine that a sanitary or phytosanitary measure is fulfilled, including sampling, testing, inspection, evaluation, verification, monitoring, auditing, assurance of conformity, accreditation, registration, certification or other procedure involving the physical examination of a good, of the packaging of a good, or of the equipment or facilities directly related to production, marketing or use of a good . . . . NAFTA, supra note 179, art. 724.
As defined by NAFTA, approval procedures relate to approving use of additives and establishing tolerances for contaminants. Id.  The WTO SPS agreement does not specifically define “control, inspection, and approval procedures” but mentions “any procedure to check and ensure the fulfillment of sanitary or phytosanitary measures.” See WTO SPS Agreement, supra note 179, annex C.
	Under both agreements, control, inspection, and approval procedures are subject to several requirements.  Such procedures must be undertaken promptly and must not favor domestic goods over imported goods. Id. annexC.1(a); NAFTA, supra note 179, art. 717.1(a).   Each country must publish or communicate to an affected party anticipated processing times for such procedures, and must provide the affected party with detailed information regarding the status of the procedure. See WTO SPS Agreement, supra note 179, annex C.1(b); NAFTA, supra note 179, art. 717.1(b)-717.1(c).  A country must limit information requests to what is necessary for conducting the procedure. See WTO SPS Agreement, supra note 179, annex C.1(d); NAFTA, supra note 179, art. 717.1(d).  
The two agreements differ in requirements for sampling procedures.  NAFTA limits sampling requirements to what is “reasonable and necessary” NAFTA, supra note 179, art. 717.1(f). and states that sample selection criteria should not “cause unnecessary inconvenience.” Id. art. 717.1(j).  The WTO SPS Agreement also limits sampling requirements to what is “reasonable and necessary,” WTO SPS Agreement, supra note 179, Annex C.1(e). and provides that “the same criteria should be used in . . . the selection of samples of imported products as for domestic products so as to minimize the inconvenience to applicants, importers, exporters or their agents.” Id. annex C.1(g) (emphasis added).
Both agreements also include additional requirements concerning confidentiality of information, fees, location of facilities for such procedures, procedures for handling products modified after an initial control or inspection procedure, and procedures for reviewing complaints. See id. annex C.1; NAFTA, supra note 179, art. 717.1.
Significantly, neither the NAFTA nor the WTO SPS Agreement control, inspection, or approval procedure requirements strictly limit such procedures.  For example, the WTO SPS Agreement simply states, “the same criteria should be used” in selecting samples of imported and domestic foods for inspection. WTO SPS Agreement, supra note 179, annex C.1(g) (emphasis added).  The WTO SPS Agreement further provides, “[n]othing in this agreement shall prevent Members from carrying out reasonable inspection within their own territories.” Id. annex C.3.  
NAFTA states that countries “shall apply” control, inspection, and approval procedure requirements, but “with such modification as may be necessary.” NAFTA, supra note 179, art. 717.2.  NAFTA does not explain what types of “necessary” modifications would comply and provides no examples of such modifications.  Thus, NAFTA gives countries flexibility in establishing control, inspection, and approval procedures.
B. Application of Agreements to FDA Regulations
1. FDA’s Response to International Trade Concerns
In issuing Bioterrorism Act food safety regulations that affect imported foods, FDA responded to some international trade concerns but provided limited reasoning on how the regulations comply with international trade agreements.  In each of the four sets of regulations FDA issued pursuant to the Bioterrorism Act, FDA received comments voicing international trade concerns.  Following the comment period, FDA made a major change to the record-keeping regulations by exempting foreign persons except those transporting food in the United States.  In response to comments, FDA also made several changes to other regulations to reduce burdens on trade.  However, FDA refused to change its position on certain requirements.  In all cases, FDA refused to concede that the proposed rules violated international trade agreements and provided little analysis of the regulations’ compliance with such agreements.
a. Registration of Food Facilities
Foreign trade-related comments received by FDA in promulgating the interim final rule on registration of food facilities focus mostly on the negative trade effects caused by the burdens imposed by the rule.  In particular, the requirement that registered facilities procure a United States agent is expected to significantly affect small foreign suppliers.  Although FDA agreed that many foreign firms would stop exporting to the United States, FDA made only minor changes to the proposed rule that reflected foreign trade concerns. See Registration of Food Facilities, 68 Fed. Reg. at 58,895-896 (describing major changes to proposed rule).  Further, FDA provided no analysis of compliance with international trade agreements.
In response to comments questioning consistency with WTO and NAFTA obligations and comments asserting that the proposed rule was burdensome, costly, discriminatory, and would have negative impacts on foreign trade, FDA provided a cursory explanation that the rule complied with international trade agreements. See id. at 58,897-898 cmt. 5-6.  FDA stated that it “believes these regulations are consistent with these international trade obligations,” and that “FDA structured the rule to be consistent with the statutory mandates of the Bioterrorism Act and, at the same time, to reduce costs associated with compliance.” Id.
FDA provided more detailed foreign trade impact analysis in examining costs of compliance for foreign facilities.  Although the number of firms needing to secure a United States agent is uncertain, FDA estimates that up to 16% of foreign manufacturers that export to the United States will cease exports due to the costs of securing a United States agent, registering, and providing prior notice. See id. at 58,943.  However, the 16% of manufacturers estimated to cease exporting are those whose exports have relatively low value, and FDA estimates that those exports represent less than 2% of total food shipments into the United States. See id.
In response to comments suggesting alternatives to the United States agent requirement, FDA stated that the Bioterrorism Act mandated a United States agent for foreign facilities. See id. at 58,946 cmt. 185.  Suggestions included making the agent requirement optional, making an agent required only in some circumstances, or allowing the agent to reside or maintain a place of business in North America. Id.  FDA responded that it “is constrained by the Bioterrorism Act,” Id. which provides that a foreign facility “shall include with the registration the name of the United States agent for the facility.” Bioterrorism Act § 305(a), 21 U.S.C. § 350d(a)(1)(B)  Although the Bioterrorism Act does not define “United States agent,” FDA “believes that the statute requires that the U.S. agent reside or maintain a place of business in the U.S.” Registration of Food Facilities, 68 Fed. Reg. at 58,946 cmt. 185.
Thus, FDA recognized negative trade impacts caused by burdens imposed by the registration rule, but nonetheless refused to change the rule.  By claiming that statutory constraints prohibited FDA from changing the rule, FDA essentially placed responsibility on Congress for potential inconsistencies with international trade agreements.
b. Prior Notice of Imported Foods
Foreign trade-related comments to FDA’s prior notice regulations generally questioned the regulations’ compliance with international trade agreements and asserted that the rule is burdensome, costly, discriminatory, and will have negative trade impacts. See Prior Notice of Imported Food, 68 Fed. Reg. at 58,981.  As FDA did with comments to the registration regulations, FDA responded to these comments with no analysis of compliance with international trade agreements.  Instead, FDA simply stated that it considered international trade obligations and that “the interim final regulation is consistent with these international obligations.” Id.  Further, “FDA considered how best to structure the proposed rule consistent with the statutory mandates of the Bioterrorism Act and, at the same time, to reduce the costs associated with compliance.” Id.  
In response to foreign trade-related comments, FDA made several changes to the proposed rule in order to reduce burdens.  For example, FDA removed restrictions on who may submit prior notice, added flexibility in methods of submitting prior notice, reduced timeframes for prior notice, and streamlined information requirements. Id. at 58,981-982.
c. Establishment and Maintenance of Records
Although FDA’s record-keeping rule exempts all foreign persons except those transporting food in the United States, See 21 C.F.R. § 1.327(h); supra Part II.D. FDA’s proposed record-keeping rule would have applied to certain foreign facilities. See Establishment and Maintenance of Records Under the Public Health and Bioterrorism Preparedness and Response Act of 2002, 68 Fed. Reg. 25,188, 25,191 (proposed May 9, 2003).  In its proposed rule, FDA expressed a view that record-keeping by foreign facilities was essential:
FDA believes if these foreign firms were not required to establish and maintain records identifying the immediate previous sources and immediate subsequent recipients of food, trace back of food products from outside the United States would be severely compromised. FDA believes that this approach provides the most efficient and effective strategy for obtaining needed information on food from foreign countries. Id.
The primary problems with the proposed rule were lack of enforceability and burdensomeness.  Although FDA planned to “work closely with foreign governments to obtain access to the needed records if a threat of serious adverse health consequences or death to humans or animals from adulterated food necessitates inspection of records in foreign countries,” Id. the proposed rule would have been unenforceable without foreign government assistance.
Of the four Bioterrorism Act regulations, the proposed record-keeping rule received the most foreign trade-related opposition, and FDA ultimately decided to exempt all activity outside the United States.  Discussing trade barriers imposed by FDA’s Bioterrorism Act regulations, the European Commission explained:  “Particular concern has been noted in respect of the purported extraterritorial effect of the measure on record-keeping (which cannot be enforced outside US Territory).” EC Report on Barriers to Trade, supra note 200, at 20; see also id. at 13 (encouraging FDA to delete record-keeping requirement for foreign firms); Establishment and Maintenance of Records, 69 Fed. Reg. at 71,606 cmt. 146 (“Many foreign governments express concern that FDA does not have authority regarding recordkeeping and record access when a firm is located in a foreign country”); id. at 71,609 cmt. 160 (arguing that rule unenforceable outside United States and that enforcement action against assets held in United States or against visiting foreign executives would be a grave step).
In addition to comments regarding unenforceability of the proposed rule, FDA received various other comments opposed to the rule’s application to foreign firms.  Some foreign governments and international trade associations complained that the record-keeping rule was not based on sound risk assessment as required by the WTO SPS Agreement. See Establishment and Maintenance of Records, 69 Fed. Reg. at 71,569 cmt. 14.  Other comments complained that the burdensome record-keeping requirement would eliminate legitimate and safe food distribution and decrease global food trade. See id.
FDA most likely exempted foreign activity in response to comments regarding foreign trade and other comments arguing that FDA lacked statutory authority to subject foreign firms to record-keeping requirements, See id. at 71,572 cmt. 25 (describing comments arguing FDA’s lack of statutory authority to include foreign firms). but FDA did not explicitly agree with any of these comments.  In response to complaints that FDA lacked statutory authority, FDA simply responded, “FDA has decided, for policy reasons, to exempt [certain] foreign firms . . . from the requirements of the rule.” Id.  FDA did not explain these “policy reasons” and declined to decide either if it had statutory authority to subject foreign firms to the rule or what actions FDA could have taken to enforce the rule against foreign firms. See id.  Similarly, FDA provided cursory responses to comments expressing foreign trade concerns.  FDA provided responses such as, “FDA considers that these foreign trade comments are now moot, given the scope of these final regulations.” Id. at 71,569 cmt. 14.  Thus, FDA preserved the possibility of future regulations establishing record-keeping requirements for foreign firms.
In exempting foreign persons except those transporting food in the United States, FDA backed down from its earlier position that exempting foreign firms would “severely compromise” ability to trace back foreign foods.  FDA’s reasons for allowing the exemption are unclear, but foreign trade concerns were probably a major factor.  Thus, FDA’s decision to exempt foreign firms despite FDA’s earlier stance illustrates how international trade obligations can prevent FDA from issuing regulations it believes will provide the greatest level of food safety.  
d. Administrative Detention
As with the other Bioterrorism Act regulations, FDA’s administrative detention regulations received comments questioning consistency with international trade obligations and asserting that the regulations are burdensome, costly, discriminatory, and will have a negative impact on trade. See Administrative Detention of Food, 69 Fed. Reg. at 31,667 cmt. 19, 31,668 cmt. 24-25.  FDA explained that the regulations follow statutory mandates and that FDA believes the regulations comply with international trade obligations. See id.  FDA also noted that it does not expect to frequently use the administrative detention rule to control movement of imported food. See id. at 31,661, 31,668 cmt. 24.  FDA made no changes in response to these comments.
2. Remaining International Trade Issues
Although FDA made some changes in response to foreign trade concerns, many foreign trade issues remain.  In particular, the WTO SPS Agreement and NAFTA risk assessment requirements and the WTO SPS Agreement’s requirement that SPS measures be “not more trade-restrictive” than necessary leave FDA’s Bioterrorism Act regulations vulnerable to criticism.  For example, in its report on United States barriers to foreign trade, the European Commission highlighted the Bioterrorism Act’s “lack of a specific risk assessment and severe burdens on trade.” EC Report on Barriers to Trade, supra note 200, at 20.  The report also noted that although it is too early to fully assess trade impacts of the Bioterrorism Act, administrative burdens have already forced smaller firms to cease exporting to the United States. See id.
a. The Registration and Potential Record-Keeping Rules are SPS Measures
Both the WTO SPS Agreement and NAFTA apply to SPS measures that might affect international trade. See supra Part III.A.1.  The Bioterrorism Act requirements all impose burdens that clearly affect trade.  It is unclear if the Bioterrorism Act requirements are SPS measures, but the broad definitions of SPS measures in both trade agreements probably include the registration requirement and a potential foreign record-keeping requirement. Even though FDA ultimately decided to exempt foreign activity from the record-keeping requirement, FDA did not publish any analysis of foreign trade implications of such a rule.  Further, FDA preserved the possibility of instituting a foreign record-keeping requirement in the future.  See supra Part III.B.1.c.  Thus, a foreign record-keeping rule is included in this analysis of foreign trade agreement obligations, and “potential record-keeping rule” refers to application of the record-keeping rule to foreign firms.  The prior notice and administrative detention rules probably fall under the agreements’ requirements regarding control and inspection procedures. See infra Part III.B.2.d.
The Bioterrorism Act regulations are unlike typical SPS measures because they do not relate to physical characteristics of foods and do not directly make the food supply safer.  Registration of or record-keeping by a food facility does not make food from that facility safer.  Similarly, a contaminated imported food shipment does not become safer because it arrives in the United States with prior notice or because it gets administratively detained.
Only four trade disputes invoking the WTO SPS Agreement have led to adoption of Dispute Panel and/or Appellate Body reports, See WTO Analytical Index, supra note 222, at 525. but those disputes are unhelpful for determining whether the Bioterrorism Act requirements are SPS measures.  The disputes involve import restrictions of specific foods based on specific characteristics of the food determined to be unsafe.  For example, one dispute involved the European Communities’ ban on meat from animals that received hormones, See WTO Panel Report on EC – Hormones, supra note 199.  and another involved Australia’s ban on importation of certain fish potentially carrying diseases believed to threaten native fish. See WTO Panel Report on Australia – Salmon, supra note 195.  Thus, unlike the Bioterrorism Act requirements, previously disputed SPS measures are based on characteristics of the food itself.
Nonetheless, the broad definitions of SPS measures in both the WTO SPS Agreement and NAFTA would probably include the registration and potential record-keeping requirements.  Registration and record-keeping requirements facilitate response and containment of food safety threats and outbreaks. See Registration of Food Facilities, 68 Fed. Reg. at 58,894; Establishment and Maintenance of Records, 69 Fed. Reg. at 71,562.  These requirements serve to trace back “problem foods” that have already been imported and consumed and do not make the food supply safer in terms of those “problem foods.”  
Even if all of the “problem food” has already been consumed when FDA completes a traceback, FDA could still utilize the requirements to take measures to protect human health.  In particular, FDA could issue an import alert based on traceback facilitated by these rules.  Thus, the purpose of the regulations is to “protect human or animal life or health from risks arising from . . . foods, beverages, or feedstuffs,” WTO SPS Agreement, supra note 179, Annex A.1(b); see also NAFTA, supra note 179, art. 724 (containing nearly identical language). and the requirements are probably SPS measures under both trade agreements. Even if the WTO SPS Agreement and SPS provisions of NAFTA do not apply, other WTO agreements and other NAFTA provisions likely apply.  Analysis of such other agreements and provisions is beyond the scope of this paper.  Although the prior notice and administrative detention rules have a similar purpose as the registration and potential record-keeping rule, they are better characterized as control and inspection procedures. See infra Part III.B.2.d.
b. Risk Assessment
	The Bioterrorism Act has already been criticized for lack of risk assessment. EC Report on Barriers to Trade, supra note 200, at 20.  A major issue is what must be included in a risk assessment to satisfy international trade obligations.  As discussed, it is unclear if risk assessment must include pathogen-specific and food-specific analyses. See supra Part III.A.5.  If the WTO SPS Agreement and NAFTA require such a detailed risk assessment, the registration and potential record-keeping rules would be vulnerable to challenge.
	In its rulemaking, FDA’s published analysis of costs and benefits for the registration and record-keeping rules discuss ways in which the rules deter intentional adulteration of food and limit effects of foodborne disease outbreaks. See Registration of Food Facilities, 68 Fed. Reg. at 58,951; Establishment and Maintenance of Records, 69 Fed. Reg. at 71,614.  However, these analyses do not include any evaluation of risks associated with particular pathogens or particular foods.  FDA also admits that the risks and benefits related to potential terrorist attacks and their prevention are unknown. See Establishment and Maintenance of Records, 69 Fed. Reg. at 71,614.  It is unclear if FDA’s generalized cost/benefit analysis satisfies international trade obligations.
	FDA cannot defend the rules on the basis that both trade agreements allow risk assessment “as appropriate to the circumstances.” WTO SPS Agreement, supra note 179, art. 5.1; NAFTA, supra note 179, art. 712.3(c); supra Part III.A.5.  A WTO panel has interpreted this to allow risk assessment on a case-by-case basis. WTO Panel Report on Australia – Salmon, supra note 195, ¶ 8.71; supra Part III.A.5.   FDA’s rules allow access to records only when FDA has a reasonable belief of a food safety threat.  Thus, FDA makes a case-by-case risk assessment in determining when to request records.  However, a facility is required to maintain records regardless of whether or not FDA decides to request records from that facility.  Therefore, such a case-by-case risk assessment cannot satisfy the risk assessment requirements of the WTO SPS Agreement and NAFTA.
	If the risk assessment fails to satisfy international trade obligations, FDA could argue that the rules are permissible “provisional measures” based on available information.  In such a case, FDA would have to monitor and evaluate the rules as more information becomes available over time to determine their compliance with international trade obligations. See supra Part III.A.5.  For example, FDA could examine response to future outbreaks to evaluate the effect of the rules on improving food safety.
	Another potential challenge to the registration and potential record-keeping rules is that the WTO SPS Agreement states that SPS measures must be “not more trade-restrictive than required.” WTO SPS Agreement, supra note 179, art. 5.6; see also supra note 212 and accompanying text.  The United States agent requirement for registration is particularly vulnerable to criticism.  FDA admits that the agent requirement will have negative trade impacts. See supra Part III.B.1.a.  The United States agent serves as an emergency contact in the event of a threat or outbreak, and FDA recognized only minor benefits to requiring the agent to reside in or have a place of business in the United States.  FDA claims that an agent could serve as an important link between a foreign facility and FDA, and that an agent could mitigate communication problems from language barriers and lack of phone or Internet access. See Registration of Food Facilities, 68 Fed. Reg. at 58,954 cmt. 190.  Further, a United States agent will be in the same or nearby time zone as FDA. See id.  
The European Commission has already determined that “[i]t has also become clear that the requirement of a US agent serves no useful purpose taking into account the objectives of the [Bioterrorism] Act.” EC Report on Barriers to Trade, supra note 200, at 20.  Even if an emergency contact were necessary to achieve FDA’s desired level of food safety, the minor benefits identified by FDA do not justify restricting the agent to someone who resides in or has a place of business in the United States.  Given the high costs for facilities to secure a United States agent and the few benefits identified by FDA in having such an agent, the requirement appears to violate the WTO SPS Agreement’s requirement that measures must be “not more trade-restrictive than required.”  
A potential record-keeping rule might also be more trade restrictive than necessary.  Enforcement issues aside, a record-keeping rule applied to foreign firms would be extremely burdensome.  Assuming arguendo that FDA’s desire to require record-keeping by foreign firms were justified, FDA would still have to prove that its requirements were the least trade restrictive option available for traceback capability.  FDA’s proposed rule seemed to be more trade restrictive than necessary.  For example, the rule did not consider traceback systems already in place in other countries.  If certain countries already have sufficient traceback capabilities, FDA’s imposition of its own requirements would be unnecessary and burdensome.
c. Transparency
	Under the WTO SPS Agreement and NAFTA, transparency requirements generally refer to notice, publication, and response to inquiries. See supra Part III.A.7.  Transparency does not explicitly require that published SPS regulations be clearly defined, but requires that such regulations be published “in such a manner as to enable interested Members to become acquainted with them.” WTO SPS Agreement, supra note 179, annex 1.B; see also NAFTA, supra note 179, art. 718.1(a) (including similar language).  Thus, FDA’s failure to define “serious adverse health consequences” See supra notes 131-132 and accompanying text. and refusal to define “credible evidence or information” See supra note 158 and accompanying text. in the Bioterrorism Act regulations could result in claims that the regulations violate the transparency obligations of trade agreements.
d. The Prior Notice and Administrative Detention Rules Are Control and Inspection Procedures
As previously discussed, control and inspection procedures are related to SPS measures, but are treated differently than SPS measures under both the WTO SPS Agreement and NAFTA. See supra Part III.A.8.  Control and inspection procedures are generally measures that are used to ensure fulfillment of SPS measures, and NAFTA specifically includes sampling, testing, inspection, evaluation, and verification. See id..  
Both prior notice and administrative detention assist evaluation of foods to ensure compliance with SPS measures, such as standards for adulteration, in the FD&C Act.  Prior notice allows FDA to make inspection decisions and could also be seen as a verification measure identifying the source of the food.  Administrative detention allows FDA to sample, test, inspect, or evaluate food suspected to pose a threat.  Thus, prior notice and administrative detention are control and inspection measures subject to WTO SPS Agreement and NAFTA requirements.  
Although some information requirements can be SPS measures instead of control or inspection procedures, the information requirements in the prior notice rule are control and inspection procedures.  Only one WTO dispute resolution panel appears to have examined the control and inspection procedures provisions of the WTO SPS Agreement. See WTO Analytical Index, surpa note 222, at 540.  The panel examined regulations requiring information proving that fish were derived from a population with documented health monitoring and surveillance, were not juveniles or sexually mature adults, and were not derived from a slaughter related to disease control. See World Trade Organization Dispute Panel Report on Australia – Measures Affecting Importation of Salmon – Recourse to Article 21.5 by Canada, WT/DS18/RW at ¶¶ 7.154-7.157 (Feb. 18, 2000).  The panel determined that those information requirements were SPS measures, not control and inspection procedures. Id.
Unlike the information requirements examined by the panel, the prior notice rule does not require information pertaining to safety-related production or physical characteristics of the food.  Instead, prior notice requires information such as the identity of the food, manufacturer or grower, shipper, and country of origin. See supra Part II.C.  Thus, the panel’s analysis does not apply, and the prior notice rule is a control and inspection procedure.
Even if the registration rule is not considered an SPS measure, it could be subject to the WTO SPS Agreement and NAFTA requirements for control and inspection procedures.  Because registration is required as part of prior notice and serves to verify a food’s source to aid inspection decisions, registration could be seen as a control and inspection measure.
A potential record-keeping rule probably would not be a control or inspection procedure.  The record-keeping rule requires information about immediate previous sources and immediate subsequent recipients of food and is intended to facilitate traceback investigations of outbreaks.  Thus, the information required does not help ensure compliance with SPS measures, and a potential record-keeping rule would not be a control or inspection procedure.
Both the WTO SPS Agreement and NAFTA require that information requests be limited to what is necessary. See supra Part III.A.8.  FDA has indicated that the information required in prior notice is necessary to help FDA make inspection decisions at the time a food arrives in the United States. See Prior Notice of Imported Food, 68 Fed. Reg. at 58,976.  Further, compliance with the prior notice rule appears high, and FDA is working to improve compliance with requirements that seem to be particularly burdensome. See supra Part II.C.  High compliance rates may indicate that the prior notice requirements are not particularly burdensome.  Thus, the prior notice requirement probably satisfies international trade obligations to limit information requirements to what is necessary.
Prior notice could be criticized because it does not affect domestic food, and the WTO SPS Agreement provides that the same criteria should be used in selecting samples of imported food and domestic food for inspection. See supra Part III.A.8.  Imported food that arrives in the United States without prior notice is subject to refusal of admission, and inadequate prior notice can be used as a factor in determining which shipments to inspect. See supra note 41 and accompanying text.  Nonetheless, the WTO SPS Agreement simply provides that the same selection criteria “should” be used for foreign and domestic foods, See supra Part III.A.8. and the prior notice rule probably complies with the WTO SPS Agreement.
The administrative detention rule does not appear to pose any serious conflicts with the WTO SPS Agreement or NAFTA unless FDA uses the rule in a manner that favors domestic goods over foreign goods.  However, this does not seem problematic because FDA does not expect to frequently use the administrative detention rule to control food imports. See Administrative Detention of Food, 69 Fed. Reg. at 31,661.
IV. Conclusion
Despite the Bioterrorism Act’s grant of additional authority to FDA to better protect our food supply, food safety remains a major issue.  In a press conference announcing his resignation in 2004, former Secretary of Health and Human Services Tommy Thompson named food safety as one of his two biggest worries in leaving office. See Press Conference Announcing Resignation of Secretary of Health & Human Services Tommy Thompson (Dec. 3, 2004) (transcript from CNN News available on Westlaw at 2004 WLNR 13419834).  He highlighted challenges in protecting our food supply with his controversial remarks:  “I’m still very much worried about . . . food poisoning.  I, for the life of me, cannot understand why the terrorists have not, you know, attacked our food supply because it is so easy to do.” Id.
Congress and FDA’s options for how to protect our food supply are restricted by foreign trade obligations.  In issuing regulations under the Bioterrorism Act, FDA responded to some foreign trade concerns and attempted to minimize trade burdens.  Nonetheless, the Bioterrorism Act’s requirements remain vulnerable to criticism that they do not comply with international trade agreements.  In light of these limitations, FDA should continue to work with other countries to discuss multilateral strategies for ensuring a safer global food supply.  Further, FDA should continue efforts to provide technical assistance to developing countries and should continue efforts to research better methods for detecting foodborne pathogens.  By adopting such strategies, FDA can fulfill its mission to protect the public health while ensuring compliance with international trade obligations. 

