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In this portion of our discussion, we will address the provisions of Title III of the Food Safety 
Modernization Act (“FSMA”)1 which amends the Federal Food, Drug, and Cosmetic Act 
(“FDCA”)2 at §§ 805 and following. To begin, we will make some general comments on the 
process of importing food into the United States. Next, we will discuss several recent comments 
by Commissioner Margaret Hamburg and Deputy Commissioner Michael Taylor. Then, we will 
discuss several recent studies on the incidence of food safety and compliance issues that lead to 
FDA Import Refusals. Following this, we will address some of the specific provisions included 
in FSMA §§ 301-307.  
 
Understanding the Food Import Process 
 
To thoroughly understand the issues involved, it is advisable for the reader to have some 
familiarity with import procedures and customs law. However, since this background knowledge 
is beyond the scope of this study, we will refer the interested reader to three recent texts which 
provide in-depth coverage of import practice and procedure.3,4,5 We particularly recommend the 
Johnson and Bade treatise, Export Import Procedures and Documentation, because of its 
complete discussion of U. S. Customs forms including examples of each required customs entry 
document. Regarding the procedures and the compliance issues related to importing food, the 
author comments that his law practice is significantly concentrated on these regulatory issues – 
particularly as they relate to the produce and seafood industries.6  The regulatory environment of 
food importing involves compliance with regulations issued by a veritable alphabet-soup of 
federal agencies: the Department of Homeland Security’s U. S. Customs and Border Protection 
(“USCBP”); the Food and Drug Administration (“FDA”); the Department of Agriculture’s 
(“USDA”) Food Safety Inspection Service (“FSIS”) and Animal Plant Health Inspection Service 

                                                            
1 Food Safety Modernization Act (hereafter “FSMA”), Public Law 111-353, 124 Stat. 3885, Jan. 
4, 2011 as issued by the Government Printing Office and published by the Library of Congress. 
 
2 Federal Food, Drug, and Cosmetic Act, Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended 
(hereafter “FDCA”), as published in the FDCA Statutory Supplement, 2011, 2d Ed., Food and 
Drug Law Institute, June 2011. 
 
3 Johnson, T. E., Bade, D. L., Export Import Procedures and Documentation, American 
Management Association, 2010. 

4 Sherman, M., D., et al., U.S. Customs: A Practitioner’s Guide to Principles, Processes, and 
Procedures, American Bar Association, 2009. 

5 Friedman, L. M., Pike, D. V., Customs Law, Carolina Academic Press, 2011 (Kindle only). 

6 Details of the author’s practice are found at:  www.seafood-and-produce-law.com 
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(“APHIS”); the Department of the Interior’s Fish and Wildlife Service which administers the 
United Nations Convention on International Trade in Endangered Species of Wild Fauna and 
Flora (“CITES”); the Department of the Treasury’s Alcohol and Tobacco Tax and Trade Bureau 
(“TTB”); and the Department of Commerce (“USDOC”) for Antidumping Duty and 
Countervailing Duty compliance. Every food import transaction requires filings with multiple 
agencies. For example, the import of mangos from Brazil would require transactional filings with 
USCBP, a Continuing Customs Bond with USCBP as beneficiary, prior-notice filings with 
USCBP and FDA, and a port-of-discharge specific permit issued by USDA/APHIS. This 
example should help the reader understand that import compliance is a complex process that 
should not be undertaken without specific guidance from attorneys and customs brokers who are 
specialists in these areas.  
 
Commissioner Hamburg and Deputy Commissioner Taylor Outline the Goals of the FSMA 
 
In February 2011, Michael Taylor, FDA Deputy Commissioner for Foods introduced the FSMA 
to the world’s food trade community speaking at the London Global Food Safety Conference.7 
Taylor first set the background for the FSMA by emphasizing the seriousness of foodborne 
illness and the vulnerability of the US food supply as import percentages increase. 

Each year, 1 in 6 Americans can expect to experience foodborne illness.  Of that number, more than 
120,000 will be hospitalized, and, tragically, 3,000 will die. Consider just a few numbers: 15 percent of the 
entire U.S. food supply is imported, including about 50 percent of our fresh fruits, 20 percent of our 
vegetables, and 80 percent of our seafood.7 

He then continued to develop the core concept of Risk-Based Preventative Controls and the 
enhanced authority of FDA to mandate and enforce compliance. 

As I’m sure you know, FDA’s jurisdiction and the new law cover about 80 percent of the U.S. food supply, 
essentially everything but meat and poultry, and nearly all imported food. The core mandate of the new law 
is for FDA to set standards for risk-based preventive controls for all the foods we oversee – regardless of 
type and whether produced domestically or overseas. FDA also has new tools for ensuring high rates of 
compliance with those standards.   These include for the first time an inspection frequency mandate – at 
both domestic and foreign food facilities, expanded records access authority, and new administrative 
enforcement powers.7 

 
Taylor then introduced the essential aspect of importer responsibility for food safety which is a 
significant change in US law from the essentially passive role previously played by importers. 
 

The key, however, is that the new law explicitly places primary responsibility for food safety – for 
prevention – on food producers and processors. Think of it as supply chain management written into law. 
And, as I said, Congress made very clear that this responsibility does not stop at the water’s edge. Both 
domestic and foreign producers and processors must meet their new responsibilities to ensure the safety of 
food sold in the United States. Importers will, for the first time, have a clearly defined responsibility and 

                                                            
7 Taylor, M. R., The FDA Food Safety Modernization Act: A New Paradigm for Importers, 
Michael R. Taylor, Deputy Commissioner for Foods, Food and Drug Administration, at Global 
Food Safety Conference, London, England, February 17, 2011. 
http://www.fda.gov/AboutFDA/CentersOffices/OC/OfficeofFoods/ucm243591.htm 
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accountability for the safety of the food they bring into our country. The new importer accountability 
provisions require importers to implement a foreign supplier verification program. They will need to 
provide adequate assurance that imported foods have been produced under appropriate risk-based 
preventive controls that provide the same level of public health protection as those required of our domestic 
food industry. This clarification and strengthening of the importer’s responsibility for food safety is the 
centerpiece of the new law’s import safety reform, but it is not the only thing.7 

 
These comments were echoed in October 2011 by FDA Commissioner Margaret Hamburg in 
remarks at the National Food Policy Conference.8  

Will Rogers liked to say that most political promises are about as solid as applesauce.  Which, by the way, 
the FDA does regulate…   But some promises are just too important not to keep…like the promise that our 
food supply will be safe for every American. It's a promise that speaks to government's most important 
function:  to safeguard the well being of all of its citizens. It’s a promise that the FDA has been striving to 
keep for more than a century. But if we want to keep that promise in the 21st century, we need to always 
remember that today’s food supply is certainly different than when the FDA was founded…or even when 
this conference was first held. 

We all know that our food now comes from an increasingly complex supply “ecosystem” that includes 
everyone from the largest agricultural producers to small organic and sustainable farmers; from large-scale 
processed food manufacturers to small family bakeries or producers.  Moreover, our food today travels 
greater distances.  And we’re part of an ever more interconnected world with porous borders- borders that 
can as easily let in an illness as an exotic food. All of these changes bring benefits in terms of an abundant, 
diverse, accessible food supply.   You can have mango and apricots all year round, but these changes—and 
so many others—also make our historic shared promise harder to keep…8 

 
The Incidence of Import Related Food Safety Violations 
 
An important study, titled Food Safety and Imports, was conducted by the Economic Research 
Service of USDA in 2008.9 Between 2004 and 2008, fruits and vegetables accounted for 31.3% 
of all FDA Import Refusals, and seafood accounted for 20.1% of FDA Import Refusals.10 This 
extraordinary concentration of regulatory problems in two industry sectors is consistent with 
experience in the European Union where the Rapid  Alert System for Food and Feed (“RASFF”) 
reports that, for 2009, 32.9% of RASFF Hazard Notifications were issued in connection with 
fruit and vegetables, and 19.8% of RASFF Hazard Notifications were issued in connection with 
seafood products.11 Thus, as confirmed by European data, it would appear reasonable to expect 

                                                            
8 Hamburg, M. A., Remarks at the 34th Annual National Food Policy Conference by Margaret A. 
Hamburg, M.D. Commissioner of Food and Drugs, Washington, DC, October 4, 2011. 
http://www.fda.gov/NewsEvents/Speeches/ucm274449.htm 
 
9 Buzby, J. C., et al., USDA, Economic Research Service, Economic Information Bulletin No. 9, 
Food Safety and Imports: An Analysis of FDA Food-Related Import Refusal Reports, September 
2008. 
http://www.ers.usda.gov/Publications/EIB39/ 
 
10 Ibid., at p. iv. 
 
11  Rapid Alert System for Food and Feed – 2009 Annual Report, European Commission, 
Directorate General for Health and Consumers, Brussels, 2010, at p. 61.   



 
 

4 
 

that a substantial portion of FDA import inspection and enforcement resources should be 
allocated to fruit and vegetables and to seafood. The Economic Research Service data also 
highlights the most common reasons for FDA Import Refusals: in fruit and vegetables, 
Pesticides12 and Filth13; and in seafood, Filth13 and Salmonella14. 
 
Finally, to highlight the challenges facing FDA in meeting the major emphasis on import food 
safety in the FSMA, we need to consider important 2008 testimony by FDA official Lisa Shames 
before the Subcommittee on Oversight and Investigations of the House Committee on Energy 
and Commerce as reported by the United States Government Accountability Office in FOOD 
SAFETY: FDA Could Strengthen Oversight of Imported Food by Improving Enforcement and 
Seeking Additional Authorities.15  
 

For fiscal year 2009, FDA allocated 272 full-time employees to examine imported food shipments at U.S. 
ports of entry and estimated a budget of approximately $93.1 million for field import activities. The total 
estimated 2009 FDA budget for all FDA products and programs, including food, drugs, medical devices, 
and other products, was $2.7 billion. In 2008, we testified that if FDA were to inspect each of the 189,000 
registered foreign facilities—at the FDA Commissioner’s estimated cost of $16,700 per inspection—it 
would cost FDA approximately $3.2 billion to inspect all of these facilities once.15 
 

To put this into perspective, FDA inspected a total of 1,186 facilities outside of the United States 
in the years 2001 to 2008.16 It appears difficult to conceive of how FDA, facing the likelihood of 
severe food safety budget cutbacks in the coming 2012 Fiscal Year (possibly from $955 million 

                                                                                                                                                                                                

http://ec.europa.eu/food/food/rapidalert/docs/report2009_en.pdf 
 
12  Ibid., at pp. 16, 30, Reason: PESTICIDE, Section: 402(a)(2)(B), 801(a)(3); 
ADULTERATION, Charge: The article appears to be a raw agricultural commodity that bears or 
contains a pesticide chemical which is unsafe within the meaning of Section 408(a). 
Reason: PESTICIDES, Section:402(a)(2)(B), 802(a)(B); ADULTERATION, Charge: The article 
is subject to refusal of admission pursuant to section 801(a)(3) in that it appears to be adulterated 
because it contains a pesticide chemical, which is in violation of section 402(a)(2)(B). 
 
13 Ibid., at pp. 16, 25, Reason: FILTH, Section: 601(b), 801(a)(3); ADULTERATION, Charge: 
The article appears to consist in whole or in part of a filthy, putrid, or decomposed substance. 
 
14 Ibid., at pp. 16, 31, Reason: SALMONELLA, Section: 402(a)(1), 801(a)(3); ADULTERATION, 
Charge: The article appears to contain Salmonella, a poisonous and deleterious substance which 
may render it injurious to health. 
 
15  United States Government Accountability Office Report GAO-10-699T, FOOD SAFETY: 
FDA Could Strengthen Oversight of Imported Food by Improving Enforcement and Seeking 
Additional Authorities, Statement of Lisa Shames, Director Natural Resources and Environment 
USFDA, Testimony Before the Subcommittee on Oversight and Investigations, Committee on 
Energy and Commerce, House of Representatives, May 6, 2010. 
http://www.gao.gov/products/GAO-10-699T 
 
16 Ibid., at p. 5. 
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to $750 million),17 could possibly accomplish a significant increase in the frequency of 
international  facility inspections. 
 
The Foreign Supplier Verification Program – FSMA § 301 

Note to Reader: As we discuss the specific provisions of the FSMA we will footnote the appropriately 
selected text of the FSMA. This should facilitate discussion as the reader will not need a separate copy of 
the FSMA and the FDCA. FSMA section numbers will be listed first with FDCA section numbers 
following unless only FDCA section numbers are more appropriate. 

The Foreign Supplier Verification Program18 (“FSVP”) places the responsibility upon each 
importer to monitor and verify food safety procedures and systems at each facility maintained by 

                                                            
17 Nocera, J., Killing Jobs and Making Us Sick, New York Times, 16 September 2011. 
http://www.nytimes.com/2011/09/17/opinion/nocera-killing-jobs-and-making-us-
sick.html?_r=1&ref=opinion 
 
18 FSMA § 301, amending the FDCA at § 805. 
SEC. 301. FOREIGN SUPPLIER VERIFICATION PROGRAM. 

(a) IN GENERAL.—Chapter VIII (21 U.S.C. 381 et seq.) is amended by adding at the end the following:  
“SEC. 805. FOREIGN SUPPLIER VERIFICATION PROGRAM. 

“(a) IN GENERAL.—  
“(1) VERIFICATION REQUIREMENT.—Except as provided under subsections (e) and (f), each 

importer shall perform risk-based foreign supplier verification activities for the purpose of verifying that the 
food imported by the importer or agent of an importer is—  

“(A) produced in compliance with the requirements of section 418 or section 419, as appropriate; 
and 

“(B) is not adulterated under section 402 or misbranded under section 403(w). 
“(2) IMPORTER DEFINED.—For purposes of this section, the term ‘importer’ means, with respect to 

an article of food—  
“(A) the United States owner or consignee of the article of food at the time of entry of such article 

into the United States; or 
“(B) in the case when there is no United States owner or consignee as described in subparagraph 

(A), the United States agent or representative of a foreign owner or consignee of the article of food at the 
time of entry of such article into the United States. 

“(b) GUIDANCE.—Not later than 1 year after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary shall issue guidance to assist importers in developing foreign supplier verification programs. 

“(c) REGULATIONS.—  
“(1) IN GENERAL.—Not later than 1 year after the date of enactment of the FDA Food Safety 

Modernization Act, the Secretary shall promulgate regulations to provide for the content of the foreign 
supplier verification program established under subsection (a). 

“(2) REQUIREMENTS.—The regulations promulgated under paragraph (1)—  
“(A) shall require that the foreign supplier verification program of each importer be adequate to 

provide assurances that each foreign supplier to the importer produces the imported food in compliance 
with—  

“(i) processes and procedures, including reasonably appropriate risk-based preventive 
controls, that provide the same level of public health protection as those required under section 
418 or section 419 (taking into consideration variances granted under section 419), as appropriate; 
and 

“(ii) section 402 and section 403(w). 
“(B) shall include such other requirements as the Secretary deems necessary and appropriate to 

verify that food imported into the United States is as safe as food produced and sold within the United 
States. 
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an international supplier. The key provisions of FSMA § 301 are summarized below. Please note 
that the FSMA was signed on January 4, 2011, which is the Date of Enactment and from which 
date time is calculated.19 

1. Within one year after enactment, FDA shall issue a guidance document regarding the 
development of the FSVP. (FDCA § 805(b)) Clearly the guidance is intended to issue 
before the regulations. 
 

2. Also, within one year after enactment, FDA shall issue regulations to require each 
importer to provide assurances that risk-based preventative controls are sufficient to 
provide the same level of protection as FDCA § 418 (HACCP) or FDCA § 419 (Produce 

                                                                                                                                                                                                
“(3) CONSIDERATIONS.—In promulgating regulations under this subsection, the Secretary shall, as 

appropriate, take into account differences among importers and types of imported foods, including based on 
the level of risk posed by the imported food. 

“(4) ACTIVITIES.—Verification activities under a foreign supplier verification program under this 
section may include monitoring records for shipments, lot-by-lot certification of compliance, annual on-site 
inspections, checking the hazard analysis and risk-based preventive control plan of the foreign supplier, and 
periodically testing and sampling shipments. 
“(d) RECORD MAINTENANCE AND ACCESS.—Records of an importer related to a foreign supplier 

verification program shall be maintained for a period of not less than 2 years and shall be made available promptly 
to a duly authorized representative of the Secretary upon request. 

“(e) EXEMPTION OF SEAFOOD, JUICE, AND LOW-ACID CANNED FOOD FACILITIES IN COMPLIANCE 

WITH HACCP.—This section shall not apply to a facility if the owner, operator, or agent in charge of such facility 
is required to comply with, and is in compliance with, 1 of the following standards and regulations with respect to 
such facility:  

“(1) The Seafood Hazard Analysis Critical Control Points Program of the Food and Drug 
Administration. 

“(2) The Juice Hazard Analysis Critical Control Points Program of the Food and Drug Administration. 
“(3) The Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers standards 

of the Food and Drug Administration (or any successor standards). 
The exemption under paragraph (3) shall apply only with respect to microbiological hazards that are regulated under 
the standards for Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers under part 113 
of chapter 21, Code of Federal Regulations (or any successor regulations).  

“(f) ADDITIONAL EXEMPTIONS.—The Secretary, by notice published in the Federal Register, shall establish 
an exemption from the requirements of this section for articles of food imported in small quantities for research and 
evaluation purposes or for personal consumption, provided that such foods are not intended for retail sale and are not 
sold or distributed to the public. 

“(g) PUBLICATION OF LIST OF PARTICIPANTS.—The Secretary shall publish and maintain on the Internet 
Web site of the Food and Drug Administration a current list that includes the name of, location of, and other 
information deemed necessary by the Secretary about, importers participating under this section.”. 

(b) PROHIBITED ACT.—Section 301 (21 U.S.C. 331), as amended by section 211, is amended by adding at 
the end the following:  

“(zz) The importation or offering for importation of a food if the importer (as defined in section 805) does not 
have in place a foreign supplier verification program in compliance with such section 805.”. 

(c) IMPORTS.—Section 801(a) (21 U.S.C. 381(a)) is amended by adding “or the importer (as defined in 
section 805) is in violation of such section 805” after “or in violation of section 505”. 

(d) EFFECTIVE DATE.—The amendments made by this section shall take effect 2 years after the date of 
enactment of this Act. 
 
19 Legislative Source Book, Law Librarians Society of Washington, 2004.   
http://www.llsdc.org/Legis-Q-and-A/ 
The date of enactment is the same as the date on which the President signs the bill into law. 
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Safety), FDCA § 402 (Adulteration), and FDCA § 403(w) (Allergen Labeling). (FSMA § 
805(c)(2)(i)-(ii)). 
 

3. FDA is instructed to take into account, as appropriate, differences between importers and 
differences in the risk profile of the specific food product. (FSMA § 805(c)(3)). 
 

4. Verification – FDA is empowered to monitor records, conduct on-site inspections, 
sample shipments, and check risk-based preventative control plans.  (FSMA § 805(c)(4)). 
 

5. Record Keeping – FDA is empowered to examine records upon request and a two-year 
record retention requirement is imposed. (FSMA § 805(d)). 
 

6. Exemption for Seafood HACCP Program, Juice HACCP Program, and Thermally 
Processed Low-Acid Canned Foods in Hermetically Sealed Containers Standards – This 
is consistent with these three products being regulated under separate and well –
established FDA programs. (FSMA § 805(e)). 
 

7. List of Participants – FDA will maintain an internet accessible list of participants in the 
FSVP. (FSMA § 805(g)). 
 

8. § 301 of the FDCA (Prohibited Acts) shall be amended to include at (zz) that failure of 
the importer to participate in the FSVP is a prohibited act. (FSMA § 301(b) amending by 
addition FDCA § 301). 
 

9. FDCA § 801(a) (Imports and Exports) is amended with linkage to FDCA § 805(c) 
(Foreign Supplier Verification Program). (FSMA § 301(b)) (Making compliance with the 
Foreign Supplier Verification a requirement for all food imports.). 
 

10. Effective Date of FSVP – Two years following enactment. (Jan. 4, 2013)  (FSMA § 
301(d)). 
 

The Voluntary Qualified Importer Program – FSMA § 302 

The Voluntary Qualified Program20 (“VQIP”) may be viewed as the natural extension of the 
Customs-Trade Partnership Against Terrorism (“C-TPAT”)21 through which qualified importers 

                                                            
20 FSMA § 301, amending the FDCA at § 806. 
SEC. 302. VOLUNTARY QUALIFIED IMPORTER PROGRAM. 

Chapter VIII (21 U.S.C. 381 et seq.), as amended by section 301, is amended by adding at the end the 
following: 
“SEC. 806. VOLUNTARY QUALIFIED IMPORTER PROGRAM. 

“(a) IN GENERAL.—Beginning not later than 18 months after the date of enactment of the FDA Food Safety 
Modernization Act, the Secretary shall—  

“(1) establish a program, in consultation with the Secretary of Homeland Security—  
“(A) to provide for the expedited review and importation of food offered for importation by 

importers who have voluntarily agreed to participate in such program; and 
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of products not regulated by FDA have been able to import products, shipped by pre-qualified 
exporters, through an expedited “Green Lane” managed by USCBP. 

Key features of VQIP are: 

1. FDA shall, within 18 months of enactment issue a guidance document to define a 
program to issue facility certifications to participating, volunteer importers. (FDCA § 
806(a) and 806(a)(2)). 
 

2. The facility certification will be consistent with FDCA § 808 (Accreditation of Third-
Party Auditors) and will accompany import entries of food products. (FDCA § 
806(a)(1)(B)). 
 

3. The certification will provide for “expedited review and importation” of food imported 
by the participating, volunteer importer. (FDCA § 806(a)(1)(A)). 

 
                                                                                                                                                                                                

“(B) consistent with section 808, establish a process for the issuance of a facility certification to 
accompany food offered for importation by importers who have voluntarily agreed to participate in such 
program; and 
“(2) issue a guidance document related to participation in, revocation of such participation in, 

reinstatement in, and compliance with, such program. 
“(b) VOLUNTARY PARTICIPATION.—An importer may request the Secretary to provide for the expedited 

review and importation of designated foods in accordance with the program established by the Secretary under 
subsection (a). 

“(c) NOTICE OF INTENT TO PARTICIPATE.—An importer that intends to participate in the program under 
this section in a fiscal year shall submit a notice and application to the Secretary of such intent at the time and in a 
manner established by the Secretary. 

“(d) ELIGIBILITY.—Eligibility shall be limited to an importer offering food for importation from a facility 
that has a certification described in subsection (a). In reviewing the applications and making determinations on such 
applications, the Secretary shall consider the risk of the food to be imported based on factors, such as the following:  

“(1) The known safety risks of the food to be imported. 
“(2) The compliance history of foreign suppliers used by the importer, as appropriate. 
“(3) The capability of the regulatory system of the country of export to ensure compliance with United 

States food safety standards for a designated food. 
“(4) The compliance of the importer with the requirements of section 805. 
“(5) The recordkeeping, testing, inspections and audits of facilities, traceability of articles of food, 

temperature controls, and sourcing practices of the importer. 
“(6) The potential risk for intentional adulteration of the food. 
“(7) Any other factor that the Secretary determines appropriate. 

“(e) REVIEW AND REVOCATION.—Any importer qualified by the Secretary in accordance with the 
eligibility criteria set forth in this section shall be reevaluated not less often than once every 3 years and the 
Secretary shall promptly revoke the qualified importer status of any importer found not to be in compliance with 
such criteria. 

“(f) FALSE STATEMENTS.—Any statement or representation made by an importer to the Secretary shall be 
subject to section 1001 of title 18, United States Code. 

“(g) DEFINITION.—For purposes of this section, the term ‘importer’ means the person that brings food, or 
causes food to be brought, from a foreign country into the customs territory of the United States.”. 
 
21 C-TPAT: Customs-Trade Partnership Against Terrorism 
http://www.cbp.gov/xp/cgov/trade/cargo_security/ctpat/ 
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4. Importer must file notice of intent to participate and expedited review and importation is 
limited to certified facilities. (FDCA § 806(c) and (d)). 

 
5. In determining eligibility, FDA may consider the safety risk of the food product; the 

history of the exporter and the adequacy of food safety standards in the exporting 
country; and the importer’s compliance with food safety standards, recordkeeping, and 
FDCA §805 (FSMA §301) (Foreign Supplier Verification Program). (FDCA § 806(d)(1) 
to (7)). 

 
6. Importer qualification for participation will be reviewed for renewal every 3 years. 

(FDCA § 806(e)). 
 

7. The False Statements Act shall apply. (FDCA § 806(f)). 

The specific inclusion of the reference to the Federal False Statements Act22 should serve as a 
major warning to importers. The False Statements Act reads in part as excerpted below: 

18 U.S.C. § 1001. Statements or Entries Generally. 
(a) Except as otherwise provided in this section, whoever, in any matter within the jurisdiction of the 
executive, legislative, or judicial branch of the Government of the United States, knowingly and willfully - 
(1) falsifies, conceals, or covers up by any trick, scheme, or device a material fact; 
(2) makes any materially false, fictitious, or fraudulent statement or representation; or 
(3) makes or uses any false writing or document knowing the same to contain any materially false, 
fictitious, or fraudulent statement or entry; shall be fined under this title, imprisoned not more than 5 
years…22 

 
The author highlights this warning as many of the readers of this study will not be lawyers and 
will not appreciate the severity of this warning. Like USCBP, FDA is now committed to the 
“Responsible Corporate Officer Doctrine” (also termed the Park Doctrine”23) and this was 
highlighted by Margaret Hamburg in an August 2009 address to the Food and Drug Law 
Institute.24 Commissioner Hamburg’s serious warnings about enforcement doctrine were 
followed up by a January 2011 change in the Regulatory Procedures Manual instructing 
prosecutors in the charging of corporate officers.25 Readers who want to learn more about FDA’s 

                                                            
22 18 U. S. C. § 1001. 

23 United States v. Park, 421 U.S. 658 (1975). 
 
24  Remarks by Margaret A. Hamburg, M.D. Commissioner of Food and Drugs, Effective 
Enforcement and Benefits to Public Health, Food and Drug Law Institute, August 6, 2009. 
http://www.fda.gov/NewsEvents/Speeches/ucm175983.htm 
 
25 Regulatory Procedures Manual – USFDA, 6-5-3 - Special Procedures and Considerations for 
Park Doctrine Prosecutions, Revisions January 2011. 
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176710.htm 
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enhanced enforcement posture should read two recent articles from the National Law Journal26 
and the Wall Street Journal27 which highlight the dangers to corporate executives in this area of 
strict-liability offenses. Readers who are involved as executives or principals of import firms are 
reminded that customs brokers act as agents for importers. It is important to note that factual 
representations to USCBP and FDA made by customs brokers, as agents, are attributed to the 
executives or principals of the importing firm. Communications (verbal or written) with customs 
brokers or with other so-called “consultants” are not protected by attorney-client privilege and 
are fully available to USCBP in the event of a False Statements Act prosecution. Therefore, 
executives responsible for the administration of import transactions are cautioned not to venture 
into the area of FDA regulated imports without careful consultation with customs and trade 
attorneys who also have credentialed expertise in the scientific areas related to the imports under 
consideration. This has become particularly important in recent years as food products have 
increasingly become subject to the complexities of Antidumping Duties. In prosecutions such as 
the recent “honey laundering”28 cases, we have seen microbiological evidence gathered by 
USCBP at the center of cases brought by U. S. Attorneys against honey importers for evasion of 
Antidumping Duties. 
 
Authority to Require Import Certification for Food – FSMA § 303 
 
The authority to require import certification for food is given to FDA by § 303 of the FSMA29 
amending FDCA § 801(a) (Imports and Exports) with the following language:  

                                                            
26  National Law Journal, The return of the responsible corporate officer doctrine, The FDA 
increasingly uses it to attribute responsibility to corporate officers, even without evidence they 
were aware of the problematic conduct, James S. Cohen and Michael W. Peregrine, March 14, 
2011. http://www.law.com/jsp/nlj/PubArticleNLJ.jsp?id=1202485596676&slreturn=1 
 
27 Wall Street Journal, U.S. Targets Drug Executives Law Allows Courts to Hold Corporate 
Officials Responsible for Pharma Violations, September 13, 2011. 
http://online.wsj.com/search/term.html?KEYWORDS=VANESSA+O%27CONNELL&bylinese 
arch=true 
 
28 Toronto Globe & Mail, Honey laundering: The sour side of nature's golden sweetener,  January 
5, 2011. 
http://www.theglobeandmail.com/news/world/honey-laundering-the-sour-side-of-natures-
golden-sweetener/article1859410/  
 
29 FSMA § 303, amending the FDCA at § 801. 
SEC. 303. AUTHORITY TO REQUIRE IMPORT CERTIFICATIONS FOR FOOD. 

(a) IN GENERAL.—Section 801(a) (21 U.S.C. 381(a)) is amended by inserting after the third sentence the 
following: “With respect to an article of food, if importation of such food is subject to, but not compliant with, the 
requirement under subsection (q) that such food be accompanied by a certification or other assurance that the food 
meets applicable requirements of this Act, then such article shall be refused admission.”. 

(b) ADDITION OF CERTIFICATION REQUIREMENT.—Section 801 (21 U.S.C. 381) is amended by adding at 
the end the following new subsection:  

“(q) CERTIFICATIONS CONCERNING IMPORTED FOODS.—  
“(1) IN GENERAL.—The Secretary may require, as a condition of granting admission to an article of 

food imported or offered for import into the United States, that an entity described in paragraph (3) provide a 
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With respect to an article of food, if importation of such food is subject to, but not compliant with, the 
requirement under subsection (q) that such food be accompanied by a certification or other assurance that 
the food meets applicable requirements of this Act, then such article shall be refused admission.30 

                                                                                                                                                                                                
certification, or such other assurances as the Secretary determines appropriate, that the article of food complies 
with applicable requirements of this Act. Such certification or assurances may be provided in the form of 
shipment-specific certificates, a listing of certified facilities that manufacture, process, pack, or hold such 
food, or in such other form as the Secretary may specify. 

“(2) FACTORS TO BE CONSIDERED IN REQUIRING CERTIFICATION.—The Secretary shall base 
the determination that an article of food is required to have a certification described in paragraph (1) on the 
risk of the food, including—  

“(A) known safety risks associated with the food; 
“(B) known food safety risks associated with the country, territory, or region of origin of the food; 
“(C) a finding by the Secretary, supported by scientific, risk-based evidence, that—  

“(i) the food safety programs, systems, and standards in the country, territory, or region of 
origin of the food are inadequate to ensure that the article of food is as safe as a similar article of 
food that is manufactured, processed, packed, or held in the United States in accordance with the 
requirements of this Act; and 

“(ii) the certification would assist the Secretary in determining whether to refuse or admit 
the article of food under subsection (a); and 
“(D) information submitted to the Secretary in accordance with the process established in 

paragraph (7). 
“(3) CERTIFYING ENTITIES.—For purposes of paragraph (1), entities that shall provide the 

certification or assurances described in such paragraph are—  
“(A) an agency or a representative of the government of the country from which the article of food 

at issue originated, as designated by the Secretary; or 
“(B) such other persons or entities accredited pursuant to section 808 to provide such certification 

or assurance. 
“(4) RENEWAL AND REFUSAL OF CERTIFICATIONS.—The Secretary may—  

“(A) require that any certification or other assurance provided by an entity specified in paragraph 
(2) be renewed by such entity at such times as the Secretary determines appropriate; and 

“(B) refuse to accept any certification or assurance if the Secretary determines that such 
certification or assurance is not valid or reliable. 
“(5) ELECTRONIC SUBMISSION.—The Secretary shall provide for the electronic submission of 

certifications under this subsection. 
“(6) FALSE STATEMENTS.—Any statement or representation made by an entity described in 

paragraph (2) to the Secretary shall be subject to section 1001 of title 18, United States Code. 
“(7) ASSESSMENT OF FOOD SAFETY PROGRAMS, SYSTEMS, AND STANDARDS.—If the 

Secretary determines that the food safety programs, systems, and standards in a foreign region, country, or 
territory are inadequate to ensure that an article of food is as safe as a similar article of food that is 
manufactured, processed, packed, or held in the United States in accordance with the requirements of this Act, 
the Secretary shall, to the extent practicable, identify such inadequacies and establish a process by which the 
foreign region, country, or territory may inform the Secretary of improvements made to such food safety 
program, system, or standard and demonstrate that those controls are adequate to ensure that an article of food 
is as safe as a similar article of food that is manufactured, processed, packed, or held in the United States in 
accordance with the requirements of this Act.”. 
(c) CONFORMING TECHNICAL AMENDMENT.—Section 801(b) (21 U.S.C. 381(b)) is amended in the 

second sentence by striking “with respect to an article included within the provision of the fourth sentence of 
subsection (a)” and inserting “with respect to an article described in subsection (a) relating to the requirements of 
sections 760 or 761,”. 

(d) NO LIMIT ON AUTHORITY.—Nothing in the amendments made by this section shall limit the authority 
of the Secretary to conduct inspections of imported food or to take such other steps as the Secretary deems 
appropriate to determine the admissibility of imported food. 

 
30 FSMA § 303(a), amending FDCA at § 801(a). 



 
 

12 
 

 
The details of the authority to require import certification for food, given in FSMA § 303(b) 
which provides a new sub-section “q” to FDCA § 801 (Imports and Exports)31, are summarized 
below:  
 

1. FDA is given authority to require import certification which may either be shipment-
specific of production facility-specific. (FSMA § 303(b)(1) amending FDCA at § 801 
(q)). 
 

2. Factors to be considered by FDA include: the known safety risk of the food product; the 
known safety risk of the country of origin; and the adequacy of the food safety standards 
in the country of origin. (FSMA § 303(b)(2) amending FDCA at § 801 (q)). 
 

3. Certification may be accepted by FDA from governmental entities of the country of 
origin or from entities accredited under FDCA § 808 (Accreditation of Third-Party 
Auditors). (FSMA § 303(b)(3) amending FDCA at § 801 (q)). 
 

4. FDA may determine, at its discretion, renewal periods. (FSMA § 303(b)(4) amending 
FDCA at § 801 (q)). 
 

5. Electronic submissions shall be accepted. (FSMA § 303(b)(5) amending FDCA at § 801 
(q)). 

 
6. Federal False Statements Act (18 U. S. C. § 1001) shall apply. (FSMA § 303(b)(6) 

amending FDCA at § 801 (q)). 
 

7. A technical amendment resolves ambiguities between FDCA § 810 and FDCA §§ 760 
and 761 (Adverse Event Reporting).  (FSMA § 303(c) amending FDCA at § 801 (q)). 

 
8. A final “No Limit on Authority” statement in the FSMA confirms that, despite 

procedures for certification, no limit is imposed on FDA’s authority to conduct 
inspections or refuse entry. (FSMA § 303(d) amending FDCA at § 801 (q)). 

 
Prior Notice of Imported Food Shipments – FSMA § 304 
 
At the time of this writing (November 2011), one of the few tasks assigned to FDA and USCBP 
under the FSMA (FSMA § 304)32 has been completed. The Prior Notice Rule change was printed 

                                                                                                                                                                                                

 
31 FSMA § 303(b), amending by addition FDCA at § 801(q). 
32 FSMA § 304(a), amending FDCA at § 801(m)(1). 
SEC. 304. PRIOR NOTICE OF IMPORTED FOOD SHIPMENTS. 

(a) IN GENERAL.—Section 801(m)(1) (21 U.S.C. 381(m)(1)) is amended by inserting “any country to which 
the article has been refused entry;” after “the country from which the article is shipped;”. 

(b) REGULATIONS.—Not later than 120 days after the date of enactment of this Act, the Secretary shall issue 
an interim final rule amending subpart I of part 1 of title 21, Code of Federal Regulations, to implement the 
amendment made by this section. 
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in the Federal Register on May 5, 2011.33 As a practitioner whose law practice is at the 
intersection of FDA and USCBP, the author can state that the coordination of Prior Notice 
Filings (Importer Security Filing “ISF” or “10+2 Filing”) with import clearances has been a 
major challenge for food importers in recent years. The original Prior Notice Rule, set forth 
below, was issued on November 7, 2008 and entered into effect on May 6, 2009.34 
 

The Food and Drug Administration (FDA) is issuing a final regulation that requires the submission to FDA 
of prior notice of food, including animal feed, that is imported or offered for import into the United States. 
The final rule implements the Public Health Security and Bioterrorism Preparedness and Response Act of 
2002 (the Bioterrorism Act), which required prior notification of imported food to begin on December 12, 
2003. The final rule requires that the prior notice be submitted to FDA electronically via either the U.S. 
Customs and Border Protection (CBP or Customs) Automated Broker Interface (ABI) of the Automated 
Commercial System (ACS) or the FDA Prior Notice System Interface (FDA PNSI). The information must 
be submitted and confirmed electronically as facially complete by FDA for review no less than 8 hours (for 
food arriving by water), 4 hours (for food arriving by air or land/rail), and 2 hours (for food arriving by 
land/road) before the food arrives at the port of arrival. Food imported or offered for import without 
adequate prior notice is subject to refusal and, if refused, must be held.34 

 

The FSMA § 304(a), amending FDCA at § 801(m)(1) has now added the following requirement: 

The Food and Drug Administration (FDA) is amending its regulations on prior notice of imported food. As 
required by the FDA Food Safety Modernization Act, FDA is issuing this interim final rule to require an 
additional element of information in a prior notice of imported food. This change requires a person 
submitting prior notice of imported food, including food for animals, to report the name of any country to 
which the article has been refused entry. The new information can help FDA make better informed 
decisions in managing the potential risks of imported food into the United States.33 

 
This change should help to reduce the incidence of the unethical, but common, practice of traders 
(known as “undertakers”) who buy food products rejected in the European Union and ship them 
to the United States for a “second try”. The author, an experienced trade attorney who regularly 
deals with the criminal law aspects of customs practice, notes that a false statement (18 U.S.C. § 
1001) made to USCBP in connection with an ISF Prior Notice Filing is viewed by USCBP as a 
serious matter and is likely to be prosecuted aggressively. 
 
Building Capacity of Foreign Governments with Respect to Food Safety – FSMA § 305 
 
In this discussion, we will spend relatively little time on analysis of provisions of the FSMA 
which do not relate to the regulation of the import operations of private entities. However, the 

                                                                                                                                                                                                
(c) EFFECTIVE DATE.—The amendment made by this section shall take effect 180 days after the date of 

enactment of this Act.  
 
33 76 FR 25542, May 5, 2011. 
 
34 73 FR 66294, November 7, 2008. 
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development of international cooperation agreements between FDA and foreign governments, as 
mandated by FSMA § 30535, does have significant implications for import businesses.   
 
Because of the importance of intergovernmental agreements to the FSVP and the VQIP, we 
summarize the provisions of FSMA § 305: 
 

1. FDA shall develop a comprehensive plan to expand the capacity of foreign governments 
and food industries to meet US import requirements. (FSMA § 305(a)) 
 

2. The plan will be developed through consultation with stakeholders to include US 
governmental agencies, foreign governments, industry groups,  and non-governmental 
organizations.  (FSMA § 305(b)) 
 

3. The plan will include: bilateral and multilateral governmental agreements; electronic data 
sharing; mutual recognition of inspection reports; training for foreign governments and 
producers; harmonization under the Codex Alimentarius; and provision for multilateral 
acceptance of laboratory methods and testing techniques. (FSMA § 305(c)) 

 
 
Inspection of Foreign Food Facilities – FSMA § 306 
 
FSMA § 30636 sets a strict automatic refusal standard for any foreign food facility that does not 
permit inspection. A summary of these refusal provisions is presented below: 

                                                            
35 FSMA § 305. We note that § 305 is a stand-alone provision that does not amend the FDCA. 
The stand-alone provisions are presented in a separate appendix to the standard reference text: 
Federal Food, Drug, and Cosmetic Act, Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended 
(hereafter “FDCA”), as published in the FDCA Statutory Supplement, 2011, 2d Ed., Food and 
Drug Law Institute, June 2011. 
SEC. 305. BUILDING CAPACITY OF FOREIGN GOVERNMENTS WITH RESPECT TO FOOD SAFETY. 

(a) IN GENERAL.—The Secretary shall, not later than 2 years of the date of enactment of this Act, develop a 
comprehensive plan to expand the technical, scientific, and regulatory food safety capacity of foreign governments, 
and their respective food industries, from which foods are exported to the United States. 

(b) CONSULTATION.—In developing the plan under subsection (a), the Secretary shall consult with the 
Secretary of Agriculture, Secretary of State, Secretary of the Treasury, the Secretary of Homeland Security, the 
United States Trade Representative, and the Secretary of Commerce, representatives of the food industry, 
appropriate foreign government officials, nongovernmental organizations that represent the interests of consumers, 
and other stakeholders. 

(c) PLAN.—The plan developed under subsection (a) shall include, as appropriate, the following:  
(1) Recommendations for bilateral and multilateral arrangements and agreements, including provisions 

to provide for responsibility of exporting countries to ensure the safety of food. 
(2) Provisions for secure electronic data sharing. 
(3) Provisions for mutual recognition of inspection reports. 
(4) Training of foreign governments and food producers on United States requirements for safe food. 
(5) Recommendations on whether and how to harmonize requirements under the Codex Alimentarius. 
(6) Provisions for the multilateral acceptance of laboratory methods and testing and detection 

techniques. 
(d) RULE OF CONSTRUCTION.—Nothing in this section shall be construed to affect the regulation of dietary 

supplements under the Dietary Supplement Health and Education Act of 1994 (Public Law 103–417). 
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1. FDA may enter into agreements with foreign governments to facilitate inspection of 
plants registered under § 415 (Registration of Food Facilities). (FSMA § 306(a), 
amending FDCA at § 807(a)(1)). 
 

2. FDA may direct inspection resources towards facilities, suppliers, and food products that 
present the highest risk. (FSMA § 306(a), amending FDCA at § 807(a)(2)). 
 

3. FDA may refuse admission to any food product if the facility, warehouse, or other 
establishment refuses inspection during the 24-hours after request for inspection. (FSMA 
§ 306(a), amending FDCA at § 807(b)).   
 

                                                                                                                                                                                                
36 FSMA § 306, amending FDCA at § 807. 
SEC. 306. INSPECTION OF FOREIGN FOOD FACILITIES. 

(a) IN GENERAL.—Chapter VIII (21 U.S.C. 381 et seq.), as amended by section 302, is amended by inserting 
at the end the following:  
“SEC. 807. INSPECTION OF FOREIGN FOOD FACILITIES. 

“(a) INSPECTION.—The Secretary—  
“(1) may enter into arrangements and agreements with foreign governments to facilitate the inspection 

of foreign facilities registered under section 415; and 
“(2) shall direct resources to inspections of foreign facilities, suppliers, and food types, especially such 

facilities, suppliers, and food types that present a high risk (as identified by the Secretary), to help ensure the 
safety and security of the food supply of the United States. 
“(b) EFFECT OF INABILITY TO INSPECT.—Notwithstanding any other provision of law, food shall be 

refused admission into the United States if it is from a foreign factory, warehouse, or other establishment of which 
the owner, operator, or agent in charge, or the government of the foreign country, refuses to permit entry of United 
States inspectors or other individuals duly designated by the Secretary, upon request, to inspect such factory, 
warehouse, or other establishment. For purposes of this subsection, such an owner, operator, or agent in charge shall 
be considered to have refused an inspection if such owner, operator, or agent in charge does not permit an inspection 
of a factory, warehouse, or other establishment during the 24-hour period after such request is submitted, or after 
such other time period, as agreed upon by the Secretary and the foreign factory, warehouse, or other establishment.”.  

(b) INSPECTION BY THE SECRETARY OF COMMERCE.—  
(1) IN GENERAL.—The Secretary of Commerce, in coordination with the Secretary of Health and 

Human Services, may send 1 or more inspectors to a country or facility of an exporter from which seafood 
imported into the United States originates. The inspectors shall assess practices and processes used in 
connection with the farming, cultivation, harvesting, preparation for market, or transportation of such seafood 
and may provide technical assistance related to such activities. 

(2) INSPECTION REPORT.—  
(A) IN GENERAL.—The Secretary of Health and Human Services, in coordination with the 

Secretary of Commerce, shall—  
(i) prepare an inspection report for each inspection conducted under paragraph (1); 
(ii) provide the report to the country or exporter that is the subject of the report; and 
(iii) provide a 30-day period during which the country or exporter may provide a rebuttal or 

other comments on the findings of the report to the Secretary of Health and Human Services. 
(B) DISTRIBUTION AND USE OF REPORT.—The Secretary of Health and Human Services 

shall consider the inspection reports described in subparagraph (A) in distributing inspection resources 
under section 421 of the Federal Food, Drug, and Cosmetic Act, as added by section 201. 
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4. USDOC may participate in inspections of seafood facilities in coordination with FDA. 
(FSMA § 306(b)(1)37, stand-alone provision). 

 
5. Inspection Reports must be provided to inspected facilities and a 30-day rebuttal or 

comment period is provided to inspected facility. (FSMA § 306(b)(2)(A)36, stand-alone 
provision).  

 
6. Inspection reports are to be considered in allocation of inspection resources as per FDCA 

§ 421 (Targeting Inspection Resources). (FSMA § 306(b)(2)(B)36, stand-alone 
provision).  

 
Accreditation of Third-Party Auditors – FSMA § 307 
 
FSMA § 30738 (Accreditation of Third-Party Auditors) and its related provisions in FSMA § 
20239 (Laboratory Accreditation for Analysis of Foods) are best addressed in a separate section 
of this report. As of the time of this writing, Proposed Rules have not been issued and comment 
would be premature. The author has worked extensively in this area as Chair (pro-bono, 2006-
2011) of the Aquaculture Certification Council (“ACC”) and is looking forward to actively 
providing comments to FDA in connection with the forthcoming Proposed Rules. 
 
Administrative Detention of Food – FSMA § 207 
 
Because of the considerable confusion created by FSMA § 207 (Administrative Detention), it is 
important to clarify that FSMA § 207 does not change the provisions of FDCA § 801 (Import 
and Export) with respect to Import Refusals. 
 
Among the first Federal Register Notices issued by FDA in connection with the FSMA was the 
required Notice with respect to the enhanced power of FDA to make Administrative Detentions 
for both import entries and food in domestic commerce. FSMA § 207 amends FDCA § 304 
(Seizure Provisions) at § 304 (h)40 to permit FDA to detain food for up to 30-days under a 

                                                            
37 FSMA § 306(b). We note that § 306(b) is a stand-alone provision that does not amend the 
FDCA. The stand-alone provisions are presented in a separate appendix to the standard reference 
text: Federal Food, Drug, and Cosmetic Act, Pub. L. No. 75-717, 52 Stat. 1040 (1938), as 
amended (hereafter “FDCA”), as published in the FDCA Statutory Supplement, 2011, 2d Ed., 
Food and Drug Law Institute, June 2011. 
 
38 FSMA § 307, amending FDCA at § 808. 
 
39 FSMA § 202, amending FDCA at § 201. 
40 FSMA § 207 amending FDCA § 304 at § 304(h). 
SEC. 207. ADMINISTRATIVE DETENTION OF FOOD. 

(a) IN GENERAL.—Section 304(h)(1)(A) (21 U.S.C. 334(h)(1)(A)) is amended by—  
(1) striking “credible evidence or information indicating” and inserting “reason to believe”; and 
(2) striking “presents a threat of serious adverse health consequences or death to humans or animals” 

and inserting “is adulterated or misbranded”. 



 
 

17 
 

“reason to believe” standard as opposed to the “credible evidence” standard applied to Import 
Detentions (FSMA § 801). 
 
The Federal Register Notice on Administrative Detention41 provides clarification of the criteria 
for Administrative Detention: 
 

The Food and Drug Administration (FDA) is amending its regulations on administrative detention of food 
for human or animal consumption. As required by the FDA Food Safety Modernization Act (FSMA), FDA 
is issuing this interim final rule to change the criteria for ordering administrative detention of human or 
animal food. Under the new criteria, FDA can order administrative detention if there is reason to believe 
that an article of food is adulterated or misbranded. This will further help FDA prevent potentially harmful 
food from reaching U.S. consumers and thereby improve the safety of the U.S. food supply.41 

 
In October 2011, these matters were further clarified with the issuance by FDA of Industry 
Guidance on Administrative Detention.42 
 

FDA’s authority to administratively detain food under section 304(h) of the FD&C Act [21 U.S.C. 334(h)] 
is separate and distinct from FDA’s authority to refuse admission of imported food under section 801(a) of 
the FD&C Act [21 U.S.C. 381(a)]. Import detention applies to food offered for import into the United 
States and that may be subject to refusal of admission. FDA’s administrative detention authority applies to 
both foods offered for import and food in domestic commerce. When a food offered for import is detained, 
FDA provides the importer with a Notice of Detention and Hearing. The Notice of Detention and Hearing 
provides the importer with an opportunity for an informal hearing and grants the importer a minimum of 
ten (10) working days to provide evidence or testimony for the informal hearing. However, to appeal an 
administrative detention order under section 304(h), the individual who owns the food should submit a 
written request to the FDA District Director, who approved the administrative detention, to appeal the 
administrative detention and request an informal hearing.42 

 
Concluding Comment 
 
These comments on the Imported Food Provisions of the FSMA, written in November 2011, will 
be reissued periodically during the course of 2012 as additional Proposed and Final Rules are 
published in the Federal Register and additional Guidance Documents are issued by FDA.  
 
Our final comment is that, based upon what we know in November 2011, the author believes that 
it is highly unlikely that FDA can adhere to the schedules set forth in the Import Food Safety 

                                                                                                                                                                                                
(b) REGULATIONS.—Not later than 120 days after the date of enactment of this Act, the Secretary shall issue 

an interim final rule amending subpart K of part 1 of title 21, Code of Federal Regulations, to implement the 
amendment made by this section. 

(c) EFFECTIVE DATE.—The amendment made by this section shall take effect 180 days after the date of 
enactment of this Act. 
 
41 76 FR 25538, May 5, 2011. 
 
42 Guidance for Industry: What You Need to Know About Administrative Detention of Foods, 
USFDA, October 24, 2011. 
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Foo
dDefenseandEmergencyResponse/ucm276871.htm 
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provisions of the FSMA. The Produce Safety Rule, clearly the first priority of FDA in view of 
the ongoing cantaloupe related Listeria outbreak,43 is unlikely to be issued as a Proposed Rule by 
the required December 2011 date.  
 
The implementation of the FSVP and the related VQIP will require importers to substantially 
review internal procedures and will require major operational adjustments for plants exporting 
food to the US.  The author can relate, from personal experience, that the preparation of FSMA 
compliant Risk-Based Preventative Control Plans for exporters to the US will be a complex and 
difficult process. In June of 2011, the author traveled to a Southeast Asian country to begin the 
FSMA compliance process for a major agribusiness exporter. This company is now ready to 
respond proactively as soon as Proposed Rules on the FSVP and VQIP are issued. However, the 
author does not believe that the food safety management project for this company can be fully 
documented and completed before 2013.     
 
Also, the required comment periods related to Proposed Rules, as they are issued, will involve 
active participation from a multiplicity of stakeholders in the import and food safety 
communities and it is likely that these comment periods will be extended, perhaps on multiple 
occasions. Therefore, we look for the rulemaking process to extend well beyond 2012 and 
perhaps to the end of 2013. Adding to this, the uncertainties as to cuts in the FDA budget that we 
have discussed above will, perhaps, extend the process further because of limited personnel 
resources at FDA. 
 
However, there is always a wild-card in all food safety legislative and regulatory matters – the 
possibility of the political consequences of an outbreak such as the current Listeria outbreak 
which is likely to surpass, in some measures,44 the deadliness of the1985 Los Angeles Listeria 
outbreak45 which has been regarded, up to now, as America’s most deadly foodborne illness 
outbreak. Further serious foodborne illness outbreaks over the next several years could have 
significant effects upon FDA funding and the pace of implementation of the FSMA.  
 

****************************** 
 

Charles F. Woodhouse (BA Dartmouth, MBA Wharton, JD Rutgers, Grad. Cert. International Food Law, Michigan 
State) practices at Woodhouse Shanahan PA. In July 2011, he completed his course work for the Michigan State 
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Details of his practice, education, and career are on his law firm's website www.seafood-and-produce-law.com 
                                                            
43 Centers for Disease Control, Multistate Outbreak of Listeriosis Linked to Whole Cantaloupes 
from Jensen Farms, Colorado, Nov. 2, 2011. 
http://www.cdc.gov/listeria/outbreaks/cantaloupes%E2%80%90jensen%E2%80%90farms/11021
1/epi.html 
 
44 Food Safety News, Deadliest U.S. Foodborne Illness Outbreaks, Nov. 8, 2011. 
http://www.foodsafetynews.com/2011/11/a-top-10-list-of-deadliest-foodborne-illness-outbreaks/ 
 
45 Linnan, M. J., et al., Epidemic Listeriosis Associated with Mexican-Style Cheese, New 
England Journal of Medicine, 1988; 319:823-828, September 29, 1988. 



 
 

19 
 

 
Charles Woodhouse is admitted to the Practice of Law before the Bars of Pennsylvania, Florida, and the District of 
Columbia and to practice before the US Court of International Trade in New York City and the US Court of Appeals 
for the Federal Circuit in Washington, DC. 
 
He is a member of the Institute of Food Technologists, the American Agricultural Law Association, the American 
Bar Association, the Customs and International Trade Bar Association, the United Fresh Produce Association, the 
American Society for Microbiology, and the Food and Drug Law Institute. 
 
He currently serves (pro bono) as a Guest Instructor for the International Food Law and Regulation and MS Food 
Safety Programs at Michigan State University. 
 
He has devoted substantial pro bono time to the representation of minority farmers in USDA administrative law 
matters and has also served as Director and Chair of the Aquaculture Certification Council (2006-2011) which 
certifies Food Safety, Social, and Environmental Compliance for the worldwide aquaculture industry. 
 
Charles Woodhouse writes the Food Safety column for the monthly Agricultural Law Update published by the 
American Agricultural Law Association. 
 


