FOREIGN SUPPLIER VERIFICATION
PROGRAMS:
A STEP FORWARD FOR IMPORTED FOOD
SAFETY?

LizzY RETTINGER*
INtroduction ... 1
I. Background of the FDA & the Food Safety Modernization Act............... 3
II. The Foreign Supplier Verification Program.........ccccccccoveevvevininiencnne. 6

III. Comparison of the FSVP with the USDA’s Regulatory Schemes....... 10
A. FSVP Scheme vs. USDA Slaughterhouse Inspection Program11

B. FSVP Scheme vs. USDA Import Inspection Scheme.............. 14

IV. Recommendations for Strengthening FSVPs........ccccoccoonininnn. 18

CONCIUSION vttt 23
INTRODUCTION

Jensen Farms cantaloupes. Peanut Corporation of America peanut but-
ter. Yuma region romaine lettuce. For anyone that has paid attention to
food safety issues over the past ten years, these examples represent notori-
ous failures in protecting American consumers. In 2009, an outbreak of
Salmonella affected 714 people across forty-six states stemming from con-
taminated peanut butter.! The year 2011 saw the deadliest outbreak of
Listeria in a decade with 147 reported cases, 143 hospitalizations, and
thirty-three deaths stemming from cantaloupes grown at Jensen Farms in

* J.D. Candidate, American University Washington College of Law, Class of 2020. I would
like to thank Professor Jeffrey Lubbers for his guidance and insightful recommendations
throughout the writing process. I would also like to thank the stafl of the Administrative Law
Review for their hard work and the feedback I received in preparation of publication.

1. See generally Multistate Outbreak of Salmonella Typhimurium Infections Linked to Peanut Butler,
2008-2009 (FINAL UPDATE), U.S. CTRS. FOR DISEASE CONTROL & PREVENTION (May 11,
2009),  https://www.cdc.gov/salmonella/2009/peanut-butter-2008-2009.html;  Andrew
Martin & Gardiner Harris, Outbreaks Put Worry on the Table, N.Y. TIMES (May 10, 2009),
https://www.nytimes.com/2009/05/11/health/11food.html.
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Colorado.? In 2018, the largest Escherichia coli (E. coli) flare-up in over a
decade infected 210 people across thirty-six states, with almost half requir-
ing hospitalization.> These are just a few examples of foodborne illnesses
wreaking havoc on unsuspecting Americans. To address the life-or-death
issue of foodborne illnesses, Congress passed the FDA Food Safety Mod-
ernization Act (FSMA), which President Obama signed into law on January
4,2011.* While it has been a slow process, the Food and Drug Administra-
tion (FDA) has promulgated several rules under this Act with the goal of
adding more instruments to its toolbox in order to secure America’s food
supply and to guarantee its safety.> Under the FSMA, the FDA promul-
gated the Foreign Supplier Verification Program (FSVP) rule, which fo-
cuses on the certification of food safety for food imported into the United
States.6

Under the FSVP rule, private importers bear more responsibility for en-
suring the safety of the food they import.” While this regulation may be effi-
cient, it is not the most effective way of guaranteeing the safety of our im-
ported food. In Part I, this Comment will provide a brief history of the FDA
and the background surrounding the passage of the FSMA. Part II will ex-
amine the FSVP rule and identify its problems and loopholes. Part III will
analogize the FDA’s regulatory scheme for the FSVP with more established
regulatory schemes implemented and enforced by the United States

2. See generally Mullistate Outbreak of Listeriosis Linked to Whole Cantaloupes _from Jensen Farms,
Colorado (FINAL UPDATE), U.S. CTRS. FOR DISEASE CONTROL & PREVENTION (Aug. 27,
2012, 10:30 AM), https://www.cdc.gov/listeria/outbreaks/cantaloupes-jensen-farms/in-
dex.html; Christina Caron, CDC: Cantaloupe Listeria Outbreak Deadliest in a Decade, ABC NEWS
(Sept. 28, 2011), https://abcnews.go.com/Health/cdc-cantaloupe-listeria-outbreak-deadli-
est-decade/story?id=14622507.

3. See generally Multistate Outbreak of E. coli O157:H7 Infections Linked to Romaine Lettuce (Final
Update), U.S. CTRS. FOR DISEASE CONTROL & PREVENTION (June 28, 2018, 3:30 PM),
https://www.cdc.gov/ecoli/2018/0157h7-04-18/index.html; Julia Jacobs, Officials Identify a
Source in the Romaine Lettuce E. Coli Outbreak, N.Y. TIMES (July 1, 2018), https://www.ny-
times.com/2018/07/01/us/romaine-lettuce-e-coli-nyt.html.

4. FDA Food Safety Modernization Act, Pub. L. No. 111-353, 124 Stat. 3885 (2011)
(codified as amended in scattered sections of 21 U.S.C.).

5. See generally Fact Sheets &  Presentations, U.S. FoOD & DRUG ADMIN,,
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm?247546.htm  [http://wayback.
archive-it.org/7993/20180907212828/] (last updated Sept. 7, 2018) (listing and providing
summaries of various final rules promulgated to safeguard America’s food supply).

6. Foreign Supplier Verification Programs (FSVP) for Importers of Food for Humans
and Animals Rule, 21 C.F.R. §§ 1.1(a), 1.501(a) (2012).

7. See Agostino S. Filippone, New Powers Under Food Safety Modernization Act: FDA Proposes
New Rules to Combat Foodborne Illness, 25 LOY. CONSUMER L. REV. 307, 315 (2013) (claiming that
the onus is now on importers to ensure the food they import meets relevant safety standards).
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Department of Agriculture (USDA). Finally, Part IV will analyze loopholes
in the FSVP rule and provide recommendations as to how to ensure the FDA
retains oversight and enforcement authority, thereby making the FSVP rule
more tenable and effective.

I.  BACKGROUND OF THE FDA & THE FOOD SAFETY MODERNIZATION
ACT

When Congress established what is now known as the FDA in the early
1800s, its primary purpose was to conduct chemical analysis of agricultural
goods.8 In 1906, Congress passed the Pure Food and Drugs Act,® providing
American consumers with protections against misbranded and adulterated
food for the first time.!® Congress also passed the Meat Inspection Act!! on
the same day, further signifying its commitment to protecting the American
food supply. These laws came in response to shocking disclosures of unsani-
tary conditions in meat-processing facilities, use of poisonous dyes and pre-
servatives in food, and misleading claims regarding dangerous medicines.!2

Throughout the twentieth century, Congress passed additional legislation
establishing the FDA in its current regulatory form.!3 The passage of the Fed-
eral Food, Drug, and Cosmetic Act (FDCA) in 1938 represented a complete

8. Seeid. at 308-09; see also The History of FDA’s Fight for Consumer Protection and Public Health,
U.S.FOOD & DRUG ADMIN., https://www.fda.gov/AboutFDA/History/default.htm (last up-
dated June 29, 2018) (explaining that the Food and Drug Administration (FDA) is the oldest
comprehensive consumer protection agency in the United States, and while it was not known
by its present name until 1930, the FDA’s modern regulatory functions began with the passage
of the 1906 Pure Food and Drugs Act).

9. Pure Food and Drugs Act, Pub. L. No. 59-384, 34 Stat. 768 (1906).

10.  See Filippone, supra note 7, at 309.

11. Meat Inspection Act, Pub. L. No. 59-242, 34 Stat. 1256, 1260 (1906) (codified as
amended at 21 U.S.C. §§ 601-695 (2014)).

12. See Richard A. Merrill & Jeffrey K. Francer, Organizing Federal Food Safety Regulation, 31
SETON HALLL. REV. 61, 79 (2000) (asserting that the publication of Upton Sinclair’s The Jungle
contributed to President Theodore Roosevelt supporting and Congress passing both pieces of
legislation); Significant Dates in U.S. Food and Drug Law History, U.S. FOOD & DRUG ADMIN.,
https://www.fda.gov/About (last updated Dec. 19, 2014) [https://wayback.archive-it.org/
7993/20170722191634/].

13. These laws include the Federal Food, Drug, and Cosmetic Act (1938), 21 U.S.C.
§ 301 (2012), which enhanced the FDA’s powers and purpose; the Food and Drug Admin-
istration Act of 1988, id. § 393, which established the FDA as an agency within the Depart-
ment of Health and Human Services and broadly spelled out the responsibilities of the Secre-
tary and Commissioner for research, enforcement, education, and information; and the Food
and Drug Administration Modernization Act, Pub. L. No. 105-115, 111 Stat. 2296 (1997)
(codified as amended in scattered sections of 21 U.S.C.), which mandated the most wide-
ranging reforms in agency practices since 1938.
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overhaul of the public health system and came in response to the deaths of
107 people from a legally marketed toxic elixir.!* Under this statute, the FDA
has the power to demand evidence of the safety of new drugs, issue standards
for food, and conduct factory inspections.!> In 1949, the FDA published its
first guidance for industry, a valuable regulatory tool that clarifies governing
standards and promotes industry stakeholder compliance.!6 A reorganization
of federal programs in 1968 placed the FDA in the Public Health Service until
the 1988 Food and Drug Administration Act established the FDA as an
agency within the Department of Health and Human Services.!?

Enacted in 2011, the FSMA enabled the FDA to better protect the Amer-
ican public by strengthening the food-safety system.!'® While the FSMA
passed Congress with bipartisan support, the road to implementation has
been anything but smooth.!® As required by the Administrative Procedure
Act (APA),20 the FDA must publish newly proposed rules in the Federal Reg-
ister, allow for a public notice-and-comment period, and review submitted
comments before issuing a final rule.2! After reviewing the comments, the

14.  Laws Enforced by FDA, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/Regulatory
Information/LawsEnforcedbyFDA/ default.htm (last updated Mar. 29, 2018).

15. Id

16. FDA guidance documents represent the agency’s current thinking on a topic and de-
scribe the agency’s interpretation of its policy on a regulatory issue. See Guidances, U.S. FOOD
& DRUG ADMIN., https://www.fda.gov/ForIndustry/FDABasicsforIndustry/ucm234622 htm
(last updated May 24, 2018). While the documents are published in the Federal Register, they
do not create or confer any rights, and are nonbinding on the FDA and the public. /d.

17.  See Significant Dates in U.S. Food and Drug Law History, supra note 12.

18. See U.S. FOOD & DRUG ADMIN., FSMA FACTS: BACKGROUND ON THE FDA FOOD
SAFETY MODERNIZATION ACT (FSMA) 1 (2011) , http://www.fda.gov/downloads/Food/
GuidanceRegulation/UCM263773.pdf; Neal Fortin, The U.S. Food Safety Modernization Act: Im-
plications in Transnational Governance of Food Safety, Food System Sustainability, and the Tension with Free
Trade, 25 DUKE ENVTL. L. & POL’Y F. 313, 320 (2015) (claiming the FSMA “may be the most
significant addition to U.S. food law in history”); Jessica Hopton Youngberg, U.S. Food Safety
vs. An International Agreement: The FDA Food Safety Modernization Act in the Context of World Trade
Organization’s Sanitary and Phytosanitary Agreement, 8 J. HEALTH & BIOMEDICAL L. 507, 511 (2013)
(noting the FSMA empowered the FDA to transition from a reactionary to actively preventa-
tive system by giving the agency a variety of new tools).

19.  See, e.g., Fortin, supra note 18, at 31920 (discussing the peanut foodborne illness out-
break in 2008 and 2009, which resulted in the deaths of nine Americans).

20. 5U.S.C. §§551-559, 561-570a, 701-706 (2012).

21, See U.S. FOOD & DRUG ADMIN., FSMA FACTS: THE FOOD SAFETY LAW AND THE
RULEMAKING PROCESS: PUTTING FSMA TO WORK 1 (2011), https://www.fda.gov/ down-
loads/Food/GuidanceRegulation/UCM277713.pdf. Congress may pass a law that directs
an agency to act on a certain subject, but more often agencies conduct surveys of their areas
of responsibility and determine priorities for rulemaking. See A Guide to the Rulemaking Process,
OFFICE OF THE FEDERAL REGISTER, https://www.federalregister.gov/uploads/ 2011/01/
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agency then publishes the final rule.22 However, this step is where the FDA
ran into trouble as the agency missed several deadlines for publishing its final
rules.23 In 2012, the Center for Food Safety sued the FDA for failing to meet
seven deadlines for promulgating food safety rules.2* In Center for Food Safety
v. Hamburg,®> the U.S. District Court for the Northern District of California
found that the FDA violated the FSMA and APA by “failing to promulgate
the FMSA [sic] regulations by their statutory deadlines.”26 While the case
was pending on appeal, the parties settled. The settlement vacated the
court’s order and entered into a consent decree that “set out a schedule for
FDA action on pending FSMA regulations and processes should the FDA
need additional time to develop and finalize regulations.”?’

To date, the FDA has promulgated several final rules under the FSMA.28
However, industry stakeholders are still apprehensive.2? In a survey con-
ducted by Strategic Consulting, Inc. and Food Safety Magazine, a majority of
respondents identified implementation as their biggest concern regarding the
FSMA—specifically what it would cost and how to attain the resources re-
quired to meet deadlines.?® Respondents also identified audits and enforce-
ment as another area of concern, particularly noting the uncertainty around
how inspections will be conducted and potential inconsistencies in inspec-
tions and enforcement as inspectors go through the “learning process.”3! Alt-
hough there is still some hesitation and skepticism surrounding the FSMA,
ensuring the safety of our food is unquestionably necessary.

According to the Centers for Disease Control and Prevention (CDC),
roughly one in six Americans, or forty-eight million people, get sick from food-
borne illnesses each year; of these people, 128,000 are hospitalized and three

the_rulemaking process.pdf (last visited May 13, 2019). When issuing a regulation, an
agency must follow an open public process per the Administrative Procedure Act (APA). See
5U.S.C. §553.

22.  After the notice-and-comment period ends, the agency publishes the final rule in the
Federal Register with an “Effective Date.” See id. § 553(d).

23. See Lindsey Lazopoulos Friedman & Wesley Van Camp, Pitfalls of the Food Safety
Modernization Act: Enhanced Regulation, Minimal Consumer Benefit, and Zero Tolerance Levels for Nat-
urally-Occurring Trace Pathogens, U. MIAMI INTER-AM. L. REV., Fall 2016, at 13, 25.

24. Id.

25. 954 F. Supp. 2d 965 (N.D. Cal. 2013).

26. Id. at 970.

27.  See Friedman & Van Camp, supra note 23, at 25.

28.  See Fact Sheets & Presentations, supra note 5.

29.  See Bob Ferguson, What Industry and FDA are Thinking about FSMA Implementation, FOOD
SAFETY MAG. (June/July 2017), https://www.foodsafetymagazine.com/magazine-archivel /
junejuly-2017/what-industry-and-fda-are-thinking-about-fsma-implementation/.

30. Id.

31. Id
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thousand die.32 According to the USDA’s Economic Research Service, food-
borne illnesses cost consumers about §6.9 billion annually.3? The goal of the
FSMA was to transform the FDA from a reactive to a proactive agency, with
a focus on enhancing the FDA’s capacity to prevent future outbreaks of food-
borne illnesses, by improving the agency’s detection and response capabilities
with regards to food-safety problems and ensuring the safety of imported
food.3* To achieve these goals, the FSMA has five primary focus areas: pre-
ventative controls, inspection and compliance processes, imported food-safety
regulations, response plans, and enhanced partnerships.?> Thus far, the FDA
has promulgated several rules aimed at preventing foodborne illnesses.?¢ To
improve its inspection ability, the FDA promulgated the final rule on Accred-
itation of Third-Party Auditors.3” With a stronger focus on the safety of im-
ported food, the FDA promulgated the Final Rule on Foreign Supplier Veri-
fication Program38 and the Voluntary Qualified Importer Program.?® The
FSMA also provided the FDA with more powerful tools to enforce regula-
tions, particularly by empowering the agency to mandate product recalls.*0

II. THE FOREIGN SUPPLIER VERIFICATION PROGRAM

The need for improving the safety of imported food has become more
important than ever, as approximately 20% of the U.S. food supply is im-
ported from more than ninety countries.*! A significant percentage of fish

32.  See Estimates of Foodborne Illnesses in the United States, U.S. CTRS. FOR DISEASE CONTROL
& PREVENTION, https://www.cdc.gov/foodborneburden/2011-foodborne-estimates.html
(last updated Nov. 5, 2018).

33.  U.S. DEP’T OF AGRIC., FOOD SAFETY AND INSPECTION SERVICE: PROTECTING
PuBLIC HEALTH AND PREVENTING FOODBORNE ILLNESS 4 (2013), https://www.fsis.usda.
gov/wps/wem/ connect/7a35776b-4717-43b5-b0ceaeec64489tbd/mission-book.pdf?MOD
=AJPERES [hereinafter FOOD SAFETY AND INSPECTION SERVICE].

34.  See Filippone, supra note 7, at 313.

35. Id.; see also Youngberg, supra note 18, at 513-22.

36. See Final Rule for Risk-Based Preventive Controls for Human Food, 80 Fed. Reg.
55,908, 55,911 (Sept. 17, 2015); Final Rule on Sanitary Transportation of Human and Animal
Food, 21 U.S.C. § 350e (2012); Final Rule for Mitigation Strategies to Protect Food Against
Intentional Adulteration, id. § 3501.

37. 21 U.S.C. § 384d.

38. Id § 384a.

39. Id § 384b.

40. FSMA, Pub. L. No. 111-353, 124 Stat. 3885, 3939-44. (2011) (codified as amended
in scattered sections of 21 U.S.C.).

41.  See Ramakrishnan Nara, The Foreign Supplier Verification Program: Boon or Bane?, FOOD
SAFETY MAG. (June/July 2018), https://www.foodsafetymagazine.com/magazine-ar
chivel/ junejuly-2018/the-foreign-supplier-verification-program-boon-or-bane/; L. Han-
nah Gould et al., Outbreaks of Disease Associated with Food Imported into the United States, 23
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and shellfish consumed in the United States is imported, along with a signif-
icant percentage of fresh produce.®2 In 2015, the CDC, FDA, and several
state public health officials collaborated to identify cucumbers imported from
Mexico as the source of a Salmonella outbreak in which 907 people were
infected, with 204 individuals requiring hospitalization, across forty states.*3
In 2016, 143 people were infected with Hepatitis A after drinking smoothies
from Tropical Smoothie Café that contained strawberries imported from
Egypt.#* These are just two of many examples where imported food was
identified as the origin of health outbreaks in the United States.

According to a CDC study, investigations of 195 outbreaks between
1996 and 2014 implicated imported food; these outbreaks resulted in
10,685 illnesses and 1,017 hospitalizations.#> Although the number of out-
breaks associated with imported food is relatively small, the study makes
clear that both the absolute number and the proportion to the total number
of outbreaks, has increased.*¢ T'o maintain the safety and security of food
consumed in the United States and accommodate increasingly diverse con-
sumer tastes contributing to greater food importation, the FDA promul-
gated the Foreign Supplier Verification Program (FSVP) rule under the
FSMA.+7

The purpose of the import provisions of the FSMA is to ensure that im-
ported food meets the same safety standards as food produced domestically.*3
Under the FSVP, importers* must ensure that food is produced in a manner
that provides the same level of health protection as required under the

EMERGING INFECTIOUS DISEASES 525, 525 (Mar. 2017), https://wwwnc.cdc.gov/eid/arti
cle/23/3/16-1462_article (stating that the steady increase in the proportion of food im-
ported is a result of changing consumer demand for wider selection of food products and
increased demand for produce items year round).

42, See Gould, supra note 41 (stating that approximately 97% of fish and shellfish, 50% of
fresh fruits, and 20% of fresh vegetables are imported).

43.  See Multistate Outbreak of Salmonella Poona Infections Linked to Imported Cucumbers (Final Up-
date), U.S. CTRS. FOR DISEASE CONTROL & PREVENTION (Mar. 18, 2016), https://www.
cdc.gov/salmonella/poona-09-15/index.html.

44.  See Multistate Outbreak of Hepatitis A Linked to Frozen Strawberries (Final Update), U.S. CTRS.
FOR DISEASE CONTROL & PREVENTION (Dec. 16, 016), https://www.cdc.gov/hepatitis/out-
breaks/2016/hav-strawberries.htm.

45.  See Gould, supra note 41.

46. Id

47. 21 C.F.R.§1.500(2012).

48.  Seeid. § 1.502; see also Kristin Eads & Jennifer Zwagerman, In Focus: Examining the New
FDA Food Safety Modernization Act, 33 HAMLINE J. PUB. L. & POL’Y 123, 149 (2011).

49. “Importer” is defined as the owner or consignee of the food item at the time it enters
the United States, and if there is none, then the U.S. agent or representative of the foreign
owner or consignee. See 21 C.F.R. § 1.500.
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FDCA,30 and is not adulterated’! or misbranded with respect to allergen la-
beling under the FDCA.%2 The FSVP requires importers to conduct risk-
based verifications of their foreign suppliers to confirm their compliance with
the aforementioned food safety requirements.”> With the FSVP, the FDA
endeavored to strike a balance between flexibility and accountability by al-
lowing importers to determine for themselves the appropriate verification
measures they will take depending on the food they import.5* While import-
ers have some flexibility in shaping their respective FSVPs, each importer
must still develop, maintain, and follow an FSVP for each food imported
from each supplier.5> If an importer lacks an FSVP for the product being
imported, the product will be refused admission into the United States.>6
The first requirement of each importer’s FSVP is to conduct a hazard
analysis to identify and evaluate any known or reasonably foreseeable haz-
ards associated with each food product to be imported.>? This analysis must
take into account a variety of different hazards8 that are naturally occurring,

50. 21 U.S.C. §301 (2012). The hazard analysis and risk-based preventative controls
section outlines the requirements owners, operators, or agents in charge of facilities must sat-
isty, including: identifying reasonably foreseeable hazards associated with the facility and those
that might be intentionally introduced; implementing preventative controls that assure iden-
tified hazards will be significantly reduced or prevented; monitoring the effectiveness of the
implemented controls; establishing procedures for corrective actions; verifying the previous
requirements; and keeping records of compliance. 1d. § 350g.

51. A food product will be considered adulterated if it: (a) contains poisonous or unsani-
tary substances; (b) is missing any valuable constituent or has substances added to increase its
bulk, reduce its quality or strength, or make it appear of greater value than it is; (c) contains
unsafe color additives; (d) is not in compliance with sanitary transportation practices; or, (e)
has previously been refused admission into the United States. Id. § 342.

52. A food product is considered misbranded with respect to major allergens if it is miss-
ing the inclusion of a major food allergen in the list of ingredients. Id. § 343(w).

53. See Eads & Zwagerman, supra note 48, at 150 (explaining that verification activities
can include lot-by-lot certification, annual onsite inspections, review of foreign suppliers’ pre-
ventative control plan, and periodic sampling and testing of shipments).

54. See Nara, supra note 41.

55. See id.; Fortin, supra note 18, at 324-25. Some types of imports are exempt from
FSVP, including: certain types of juice and seafood products, food imported for research or
evaluation, food imported for personal consumption, alcoholic beverages, and food that is
transshipped or imported for further processing and export. See 21 C.F.R. § 1.501 (2012).

56. See Eads & Zwagerman, supra note 48, at 150.

57. 21 C.F.R. § 1.504(a) (2018) (explaining that the hazard analysis should be based on
experience, illness data, scientific reports, and other information).

58. Id. § 1.504(b) (listing the following types of hazards that must be identified: biological
and microbiological hazards like parasites and pathogens; chemical hazards like pesticide and
drug residues; radiological hazards; natural toxins; decomposition; unapproved food or color
additives and food allergens; and physical hazards such as stones, glass, or metal fragments);
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unintentionally introduced, or intentionally introduced for economic gain.%
After identifying potential hazards, importers must assess the probability that
the hazards will occur in the absence of controls and the severity of the illness
or injury that would result should the hazard occur.® All hazard analyses
must be documented in writing, regardless of the outcome.6! An importer
may utilize a third party to conduct this hazard analysis, but must still review
and assess the information.5?

Second, importers must evaluate and document their foreign supplier’s
performance and the risk posed by importing the food.6? When evaluating a
supplier’s performance, an importer must consider: the food-safety processes,
procedures, and practices the supplier has in place; applicable U.S. regula-
tions and the supplier’s compliance with them;%* the supplier’s food-safety
history; and any other factors as necessary.6> These evaluations must be re-
peated every three years, or any time new information comes to light regard-
ing a potential hazard or the supplier’s performance.6 However, if an im-
porter receives adequate assurances that a subsequent entity in the
distribution chain will oversee the fulfillment of food-safety requirements,
reevaluation is not required.67

Third, importers must determine appropriate supplier verification activities
and approve suppliers.®8 The verification activities must assure that the iden-
tified hazards requiring a control have been prevented or significantly mini-
mized.® Importers have the ability to tailor their verification activities based
on the unique risks of the food they are importing and their supplier’s charac-
teristics.’? In determining the appropriate verification activities, importers
must use the evaluations conducted under the requirements discussed in the

see also U.S. FOOD & DRUG ADMIN., KEY REQUIREMENTS: FINAL RULE ON FOREIGN SUPPLIER
VERIFICATION PROGRAMS 2 (2017), https://www.fda.gov/downloads/Food/GuidanceReg-
ulation/FSMA/UCM472890.pdf [hereinafter KEY REQUIREMENTS: FINAL RULE ON FSVP].

59. 21 C.FR.§ 1.504(b)2).

60. Id. § 1.504(c).

61. Id. § 1.504(a); see also Nara, supra note 41, at 4.

62. See KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58, at 2.

63. 21 C.F.R. § 1.505; see also KEY REQUIREMENTS: FINAL RULE ON FSVP, supra
note 58, at 2.

64. Determining a supplier’s compliance includes whether the supplier has been the subject
of an FDA warning letter, import alert, or other compliance action. See 21 C.F.R. § 1.505(a)(iii)(B).

65. Id. § 1.505(a)(iii)(C).

66. 1d. § 1.505(c); see also KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58, at 2.

67. See Nara, supra note 41, at 4.

68. 21 C.F.R. §1.506(a); see also KEY REQUIREMENTS: FINAL RULE ON FSVP, supra
note 58, at 1.

69. 21 C.F.R. 3§ 1.506(c).

70. See KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58, at 3.
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previous paragraph.’! The FDA recognizes certain activities as appropriate
for foreign supplier verification, including: onsite audits,’? sampling and testing
of food, and review of the supplier’s relevant food-safety records.”? Importers
may rely on a third party to conduct these verification activities, but the im-
porter is still ultimately responsible for the safety of the food.*

Finally, if an importer learns that a supplier failed to meet the applicable
food-safety standards, it must take prompt action to correct the issue.”> The
appropriate corrective measure will depend on the circumstances, but one
example is discontinuing use of the foreign supplier.’6 If a foreign supplier’s
noncompliance is identified by a means other than through the enforcement
of the importer’s FSVP, the importer must promptly examine whether the
FSVP is adequate or needs to be modified.””

III. COMPARISON OF THE FSVP WITH THE USDA’S REGULATORY
SCHEMES

The responsibility for ensuring food safety in the United States is distrib-
uted between fifteen different agencies but mostly falls on the FDA and the
Food Safety Inspection Service (FSIS) within the USDA.78 As mentioned in
Part I of this Comment, the FDA derives its current regulatory authority
from a slew of legislation passed starting in the early 1900s.79 The USDA
also derives its regulatory authority from a variety of laws, including the Fed-
eral Meat Inspection Act (FMIA),80 the Poultry Products Inspection Act
(PPIA),8! and the Eggs Product Inspection Act (EPIA).82 As the public health
agency within the USDA, FSIS is responsible for enforcement, as well as en-
suring that meat, poultry, and processed eggs are “safe, wholesome, and

71. 21 C.F.R. § 1.506(d); see also Nara, supra note 41, at 3.

72.  Onsite audits must be conducted by a qualified auditor. See 21 C.F.R. § 1.506(e)(i).

73. 21 C.F.R. § 1.506(d)(i).

74. Importers may not rely on the foreign supplier itself or its employees to conduct ver-
ification activities, except for the sampling and testing of food. Seeid. § 1.506(e)(2)(ii). Further,
there must not be any financial conflicts of interest that influence the results of the verification
activities. See ud. § 1.506(e)(4).

75. 21 C.F.R. § 1.508(a).

76. Id

77. Id § 1.508(b).

78.  See Friedman & Van Camp, supra note 23, at 17.

79.  See supra 1. Background of the FDA & the Food Safety Modernization Act; see also
Michael T. Roberts, Mandatory Recall Authority: A Sensible and Minimalist Approach to Improving Food
Safety, 59 FOOD & DRUG L J. 563, 566 (2004).

80. Federal Meat Inspection Act, Pub. L. No. 59-242, 34 Stat. 1256 (1906).

81. Poultry Products Inspection Act, Pub. L. No. 85-172, 71 Stat. 441 (1957).

82. Eggs Product Inspection Act, Pub. L. No. 91-597, 84 Stat. 1635 (1970).
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accurately labeled.”®3 To do this, FSIS performs food-safety inspections at
over six thousand establishments nationwide, maximizes domestic and inter-
national compliance with food-safety policies, enhances public education and
outreach regarding food-safety policies, and strengthens collaboration
among stakeholders as well as public- and private-sector partners.8*

While both the FDA and FSIS are responsible for regulating segments of
the food industry, they regulate different products. Although a division of
regulatory authority may sound simple in theory, it is complicated in prac-
tice.8> This section compares the FSVP inspection scheme with two regula-
tory schemes enforced by the USDA: the inspection of slaughterhouses and
the inspection of imports to the United States.

A.  ESVP Scheme vs. USDA Slaughterhouse Inspection Program

Under the FMIA, the Secretary of Agriculture has the authority to place
federal inspectors in establishments that process or in any way handle meat
products.86 These facilities provide inspectors with access to all parts of the
premises at any time.?7 In the years following the passage of the FMIA, gov-
ernment officials performed inspections using sight, touch, and smell to iden-
tify any diseases or defects in the meat.88 If an inspector deemed a meat
product unfit for consumption, she could order the product’s removal and
revoke the facility’s inspection privileges if the processor failed to remove it.89
However, in 1996, the FSIS adopted the Hazard Analysis Critical Control
Point (HACCP) system,? in part to rectify the traditional inspection

83.  FOOD SAFETY AND INSPECTION SERVICE, supra note 33, at 1.

84. Id at3.

85. See Wil S. Hylton, A Bug in the System: Why Last Night’s Chicken Made You Sick, NEW
YORKER (Jan. 26, 2015), https://www.newyorker.com/magazine/2015/02/02/bug-system
(providing examples of this complexity, such as: fish are regulated by the FDA, except for
catfish, which are regulated by the USDA; frozen cheese pizza is regulated by the FDA, but
frozen pepperoni pizza is regulated by the USDA; the skin of a link of sausage is regulated by
the FDA, but the meat inside is regulated by the USDA).

86. See Eileen S. Pape, A Flawed Inspection System: Improvements to Current USDA Inspection
Practices Needed to Ensure Safer Beef Products, 48 HOUS. L. REV. 421, 432 (2011).

87. See21 U.S.C. § 606(a) (2012).

88. See Pape, supra note 86, at 434.

89. See Katherine A. Straw, Ground Beef Inspections and E. Coli O157:H7: Placing the Needs of
the American Beef Industry Above Concerns for the Public Safety, 37 WasH. U. J.L. & POL’Y 355, 358—
59 (2011).

90. See Hazard Analysis Critical Control Point (HACCP) Systems, 61 Fed. Reg. 38,806,
38,814 (July 25, 1996) (codified in scattered sections of 9 C.F.R.); Pape, supra note 86, at 435—
36 (identifying the four HACCP requirements: (1) facilities must develop and implement writ-
ten sanitation standard operating procedures; (2) facilities must test for microbial pathogens
to verify their procedures adequately prevent or remove contamination; (3) facilities that
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method’s inability to detect microbial contamination.! The goal of the
HACCP system is to establish a preventative approach by requiring controls
on conditions that could pose a contamination threat throughout the entire
inspection process, rather than keeping the reactive model of looking for de-
fects after contamination has already occurred.”?

The HACCP system 1is currently used by FSIS personnel. This has
changed the inspection regime from one in which a government inspector is
responsible for safety assessments to an honor system that places the primary
responsibility on production facility employees.?3 The FSVP rule endorses
the same approach, as importers and their foreign suppliers are responsible
for identifying and controlling any hazards in the food they import.9¢ A ma-
jor criticism of the FSIS’s HACCP system is that FSIS inspectors are now
merely reviewing paperwork, while production facilities can manipulate the
system to further limit the interference of SIS inspectors.?> The inspection
process under FSVP is identical, in that inspections are based on a review of
records and do not involve any observations of actual food production.

Additionally, under the HACCP system, facilities are not required to pro-
vide inspectors with complete access to their records; instead, they are only

produce raw ground meat products must meet “pathogen reduction performance standards”
for Salmonella; and (4) all facilities must develop and implement a system of preventative con-
trols to improve the safety of their products).

91. See Pape, supra note 86, at 434, 43637 (identifying the seven HACCP principles: (1)
hazard analysis of each process within the facility to identify all food safety hazards; (2) iden-
tification of every step in the process where control can “prevent, eliminate, or otherwise re-
duce a potential food safety hazard to acceptable levels;” (3) establishing critical limits for each
critical control point (CCP); (4) establishing monitoring requirements for CCPs; (5) taking cor-
rective action when a process parameter for a CCP goes beyond its boundaries; (6) record-
keeping, including documentation of the entire HACCP system that remains accessible; and
(7) ability to systematically verify the HACCP system).

92. Id. at 438.

93.  See ud. at 439; Straw, supra note 89, at 362—63.

94. See KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58, at 1.

95. See Pape, supra note 86, at 439; Straw, supra note 89, at 364, 373. But see Ensuring Meat
Safety:  The HAACP  System, FRONTLINE, https://www.pbs.org/wgbh/pages/front-
line/shows/meat/evaluating/ensuring.html (last visited May 13, 2019). In an interview with
Elsa Murano, former USDA Undersecretary of Food Safety, she stated that the HACCP sys-
tem gives inspectors more control over inspections and does not delegate authority to plants,
but rather assigns them responsibility. /d. In his interview, Patrick Boyle, former CEO of the
American Meat Institute, stated “[a]nyone who thinks that HACCP is tantamount to self-
regulation does not understand HACCP as a process control technology, and does not under-
stand the inspection system that exists in the United States.” Id.

96. What Do Importers Need to Know About FSVP: A Conversation with Sharon Mayl, U.S.
Foobp & DRUG ADMIN., https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucmb560
689.htm (last updated Aug. 20, 2018) [hereinafter What Do Importers Need to Know About FSVP).
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obligated to share documentation relating to their HACCP programs.9? Sim-
ilarly, the FDA relies solely on the information contained in the documents
provided by the importer upon entry to the United States.” Because neither
the I'SIS nor FDA have enough staff to conduct in-person examinations, it is
almost impossible to confirm the veracity of the provided documents.?® A
major problem with this process is that when an audit focuses solely on re-
viewing records, it may verify that the documentation is correct without actu-
ally verifying that the facility has met the HACCP standard.!®0 The FSVP
rule has been in full effect for over a year and while there is not much infor-
mation available yet, there have been reports of “extensive falsification” of
HACCP documentation submitted for FSIS inspections.!o!  Furthermore,
these documents are not available under the Freedom of Information Act;
thus, the public has no option but to take facilities at their word.102

Under both regulatory schemes, the company processing or importing the
food product has the ability to establish its own plan based on what it has
identified as the unique risks of its product.!19® This is problematic because
in the past, companies have appeared to be more concerned with profit than
public safety.10¢ This means that relying on for-profit companies to ensure

97. See Straw, supra note 89, at 373.

98.  See generally What Do Importers Need to Know About FSVP, supra note 96.

99. See Straw, supra note 89, at 364 (asserting that while the beef industry has continued
to grow, the number of FSIS inspectors has decreased).

100. See Lesley K. McAllister, Third-Party Programs to Assess Regulatory Compliance, Report
Prepared for the Administrative Conference of the United States 1, 43 (Oct. 22, 2012).

101.  See Straw, supra note 89, at 374.

102.  1d.; see also General FOIA Information, U.S. SMALL BUS. ADMIN., https://www.sba.gov/
about-sba/sba-performance/open-government/foia/general-foia-information (last visited
May 13, 2019) (explaining that only government agency records are available under the Free-
dom of Information Act; information from private citizens or companies is not subject to it).

103. See KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58, at 1; Pape, supra
note 86, at 439.

104.  See, e.g., Kevin McCoy, Peanut Exec in Salmonella Case Gets 28 Years, USA TODAY (Sept.
21, 2015, 1:49 AM), https://www.usatoday.com/story/money/business/2015/09/21/pea
nut-executive-salmonella-sentencing/ 72549166/ (discussing the conviction of a Peanut Cor-
poration of America executive who was found guilty of introducing adulterated food into com-
merce with intent to defraud or mislead, after prosecutors alleged he knew that products were
contaminated and sold them anyway); Khushbu Shah, Former Blue Bell Employees Say Texas Fac-
lory was Unsafe and Unsanitary, EATER (Sept. 14, 2015, 1:00 PM), https://www.eater.com/
2015/9/14/9323179/former-blue-bell-employees-say-texas-factory-was-unsafe (referring to
FDA records regarding the 2015 Blue Bell Ice Cream Listeria outbreak, indicating that the
company knew random samples of its ice cream tested positive for the bacteria, but failed to
change its practices to eliminate it); Stephanie Strom, Dole Knew About Listeria Problem at Salad
Plant, F.D.A. Report Saps, N.Y. TIMES (Apr. 29, 2016), https://www.nytimes.com/2016/
04/30/business/dole-knew-about-listeria-problem-fda-report-says.html (referring to an FDA
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food safety is not always an effective strategy. Furthermore, if the FSIS finds
that a company violated agency regulations, its options for enforcing compli-
ance are limited. For example, the FSIS does not have the authority to sus-
pend a facility’s inspection privileges for noncompliance with HACCP re-
quirements.!0% If the FSIS wants to suspend inspection privileges, it can only
do so with judicial intervention, though this level of sanction is rarely utilized
due to a number of administrative hurdles.!% On the other hand, the FSVP
provides some stronger compliance tools, including refusal of an imported
product or a civil or criminal action in federal court.!07

Both the FSVP inspection scheme and the FSIS inspection scheme for
slaughterhouses have substantial loopholes stemming from the shift in re-
sponsibility for ensuring food safety from a government agency to private
companies.!98 If public safety is in the hands of private businesses, whose
primary objective is to make money, how safe can our food truly be? This is
of particular concern when there is a lack of government oversight ensuring
that these companies comply with the appropriate food-safety regulations.
Simply reviewing paperwork is not sufficient supervision, particularly when
the company being assessed and the company submitting documentation are
one and the same.

B. ESVP Scheme vs. USDA Import Inspection Scheme

The FSIS also has authority to inspect imported meat, poultry, and egg
products under the FMIA, the PPIA, and the EPIA.109 All imports under
the purview of the USDA must come from eligible countries and

report demonstrating that products in the plant tested positive for Listeria nine times before
FDA inspectors showed up to conduct their own test).

105.  See Pape, supra note 86, at 442.

106.  See Straw, supra note 89, at 367.

107. See 21 C.F.R. § 1.514; see also U.S. FOOD & DRUG ADMIN., FOREIGN SUPPLIER
VERIFICATION PROGRAM FOR IMPORTERS OF FOOD FOR HUMANS AND ANIMALS:
GUIDANCE FOR INDUSTRY DRAFT GUIDANCE 10 (2018), https://www.fda.gov/me-
dia/118241/download.

108. See Pape, supra note 86, at 439 (asserting that a key consequence of the HACCP
system is the shifting of food-safety tasks away from federal inspectors to meatpacking employ-
ees, made worse because the facility’s records do not need to be shared with inspectors or the
public); see also KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58 (explaining that
importers are responsible for conducting verification activities and employing corrective ac-
tions themselves, rather than having these activities carried out by a government agency).

109. See U.S. DEP’T OF AGRIC., FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY, AND
EGG PRODUCTS INTO THE UNITED STATES, DRAFT 1 (2017), https://www.{sis.usda.gov/
wps/wem/ connect/415278{6-9¢67-4641-bf92-8aath90e2ac0/ Guidance-for-Importing
Meat-Poultry-Egg-Products-into-US.pdf’ MOD=AJPERES.
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establishments or plants certified to export to the United States.!!0 If a
country wishes to become eligible to export to the United States, it must go
through the equivalence determination process.!!! To do this, the foreign
government’s Central Competent Authority (CCA) responsible for inspect-
ing meat, poultry, and egg products must make a formal written request.!!2
For a country to be considered equivalent, the products it exports must
meet all safety standards applicable to food produced in the United
States.!13 However, foreign food regulatory systems do not need to be iden-
tical to those in the United States; if the country applies equivalent sanitary
processes that result in the same level of protection against hazards, the
country will be approved.!'* For an establishment to become eligible to
export to the United States, the foreign government’s CCA must confirm
to the FSIS that it meets requirements equivalent to those of the FSIS.115
Once a country is deemed equivalent, the FSIS relies on the foreign gov-
ernment to conduct inspection activities.!''6 However, the FSIS can rein-
spect any product when it is presented for importation.!'” Further, the FSIS
can conduct periodic audits to ensure the foreign country’s food-safety reg-
ulatory system remains equivalent.!!8

All qualifying import shipments must be presented to the F'SIS for inspec-
tion.!! Inspections occur after an importer has submitted an import inspec-
tion application to the IF'SIS and occur at the official import inspection estab-
lishment designated in the application.!20 Any shipment that enters
commerce without going through the FSIS import inspection violates the

110. 21 U.S.C.§§ 620, 466, 1046; see FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY,
AND EGG PRODUCTS INTO THE UNITED STATES, DRAFT, supra note 109, at 1.

111. FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY, AND EGG PRODUCTS INTO THE
UNITED STATES, DRAFT, supra note 109, at 1.

112.  Equwalence Process Overview, U.S. DEP’T OF AGRIC., https://www.fsis.usda.gov/wps/
portal/fsis/topics/international-affairs/importing-products/equivalence/equivalence-pro
cess-overview (last updated July 26, 2016).

113. Id

114. Id. (stating evaluations of the foreign country’s regulatory system can include docu-
ment reviews, on-site audits, and port of entry reinspection at the time of importation).

115. FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY, AND EGG PRODUCTS INTO THE
UNITED STATES, DRAFT, supra note 109, at 1.

116. Id

117. Id

118. [d (stating audits can include “assessment[s] of selected exporting establishments”).

119. [Id. (explaining that shipments are available for FSIS inspection after being
cleared by the U.S. Customs and Border Control and the USDA Animal and Plant Health
Inspection Service).

120. FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY, AND EGG PRODUCTS INTO THE
UNITED STATES, DRAFT, supra note 109, at 2-3.
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FMIA, PPIA, or EPIA.12! Products are considered “in-commerce” when
they are off-loaded at a location other than the official designated inspection
establishment; these products are considered to be a Failure to Present and
thus ineligible for SIS inspection.!22 When this occurs, the I'SIS has several
options for handling the issue.!23

The FDA has a process similar to the FSIS for determining the compara-
bility and equivalence of foreign food-safety systems. The FSVP permits
modified requirements for imports of certain food from foreign suppliers
from countries with a food-safety system that has been officially recognized
by the FDA as being comparable or equivalent to the U.S. food system.!24
Importers must document that their supplier is in a country with a compara-
ble or equivalent food system, the food being imported is within the official
recognition or equivalency determination, and the supplier is in good stand-
ing with the food-safety authority of its country.!25 A system is considered
comparable when the FDA determines it provides a set of protections similar
to those in the United States.!26 The FDA’s equivalence process determina-
tion uses an “in-depth scientific and regulatory analysis” and includes two
main components: a technical evaluation of the foreign country’s food-safety
control system and administrative procedures to finalize the determination
when appropriate.!27

Unlike imports under the USDA, imports governed by the FDA are not
required to come exclusively from comparable or equivalent countries.!28
Additionally, there is concern that “comparable” governments may not be
inspecting suppliers’ facilities on a regular basis, and are therefore failing to
meet the FDA standards for inspections of domestic facilities.!?9 Under the

121. Id at4.

122. I

123. [Id. (explaining that a Failure to Present (FTP) product in its original shipping con-
tainer may be destroyed or returned to its country of origin; any FTP product removed
from its original container will be the subject of regulatory control action to ensure appro-
priate disposition).

124. KEY REQUIREMENTS: FINAL RULE ON FSVP, supra note 58, at 4.

125. 21 C.F.R. §1.513(b); U.S. Foop & DRUG ADMIN., FOREIGN SUPPLIER
VERIFICATION PROGRAMS FOR IMPORTERS OF FOOD FOR HUMANS AND ANIMALS: WHAT
You NEED TO KNOwW ABOUT THE FDA REGULATION: GUIDANCE FOR INDUSTRY SMALL
ENTITY COMPLIANCE GUIDE 14 (2018), https://www.fda.gov/media/110327/download.

126.  See International Cooperation, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/
Food/InternationallnteragencyCoordination/International Cooperation/default.htm [https://
wayback.archive-it.org/7993/20171101113401/] (last updated Oct. 13, 2017).

127. L

128. Id

129.  See CONSUMER FED’N OF AM., Comment Letter on Docket Number FDA-2016-N-
4662 (May 16, 2017), https://consumerfed.org/wp-content/uploads/2017/05/5-16-17-
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FSVP, importers are technically required to only import from approved for-
eign suppliers.!30 However, importers can temporarily import from unap-
proved suppliers if the products are subject to “adequate verification activi-
ties” before importation.!3! This ambiguity in the law potentially provides
importers with an opportunity to bypass one of the law’s main requirements.

At the port of entry, the FSIS has the authority to reinspect shipments
using a variety of methods, including physical examination of the product for
visible defects, inspection of the container’s condition, and collection of sam-
ples to analyze for pathogens and residue.!?2 If SIS schedules a laboratory
inspection of a product for specific adulterants, the shipment must be held
pending acceptable results.!3® Any time a shipment fails reinspection, it is
recorded in the Public Health Information System, which will thereafter au-
tomatically generate an intensified rate of reinspection; products that pass
reinspection are permitted to enter U.S. commerce and are treated as do-
mestic articles.!3* FSIS has several options regarding the products that are
refused entry, including rectification, exportation, and disposal.!35

While the FSIS has the authority to conduct inspections of a product itself
when it is presented for importation, FDA imports under the FSVP rule do not
have that option. As previously mentioned, inspections under the FSVP con-
sist solely of reviewing the importer’s documentation.!?¢ If an importer does
not have the correct FSVP documentation at the time of importation, the im-
port can be refused admission.!37 The rule requires importers to provide the
name, email address, and unique facility identifier for each line entry of food

FDA-Systems-Recognition-Hearing Comments.pdf. The Consumer Federation of America
also recommended that the FDA “reserve recognition of ‘comparable or equivalent food safety
systems’ to those instances where foreign governments satisfy a rigorous and open process that
is responsive to public concerns.” Id.

130. See Nara, supra note 41 (explaining that the requirement is based on an “evaluation
of the risk posed” by imported food and a supplier’s prior performance).

131. Id

132, See FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY, AND EGG PRODUCTS INTO
THE UNITED STATES, DRAFT, supra note 109, at 11; see also FOOD SAFETY AND INSPECTION
SERVICE, supra note 33, at 11 (stating that FSIS inspects three billion pounds of imported meat,
poultry, and processed egg products annually).

133.  See FSIS GUIDANCE FOR IMPORTING MEAT, POULTRY, AND EGG PRODUCTS INTO
THE UNITED STATES, DRAFT, supra note 109, at 12.

134. Id

135. 1Id. at 13 (suggesting that the FSIS can address these violating products by return-
ing them to the originating country, imposing a timeline for importers to correct product
misbranding, converting products into animal food with FDA approval, or simply inciner-
ating the products).

136. See What Do Importers Need to Know About FSVP, supra note 96.

137. 21 C.FR.§ 1.514(a) (2012).
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product being offered for importation.!? However, unlike the product inspec-
tions carried out by the FSIS, the document inspections under the FSVP do
nothing to truly verify the safety of the imported food.!?® While this sort of
inspection may confirm compliance with the record-keeping requirements un-
der FSVP, it seemingly fails to assess the true hazards of the products.!#0

IV. RECOMMENDATIONS FOR STRENGTHENING FSVPs

Congress has notoriously underfunded the FDA for years,!*! and Presi-
dent Trump’s Executive Order on Reducing Regulation and Controlling
Regulatory Costs!42 could potentially inhibit the FDA’s ability to regulate
and safeguard America’s food supply.!#* This is evidenced by the fact that
the 2019 regulatory priorities for the Department of Health and Human Ser-
vices, under which the FDA operates, focus almost solely on medical issues. !4+
The FSVP rule is an attempt to ameliorate this problem by forcing importers
to bear more responsibility for ensuring the safety of imported food products.
The rule’s purpose is to provide the FDA with new tools that prevent unsafe

138.  See Nara, supra note 41.

139.  See What Do Importers Need to Know About FSVP, supra note 96 (responding that, unlike
traditional facility inspections, FSVP inspections are based solely on review of records rather
than observations of food production).

140. See McAllister, supra note 100, at 43 (clarifying that even if an importer presents
documentation showing his supplier meets governing standards, the FSVP’s audit does noth-
ing further to verify the information).

141. See Ron Nixon, Funding Gap Hinders Law for Ensuring Food Safety, N.Y. TIMES
(Apr. 7, 2015), https://www.nytimes.com/2015/04/08/us/food-safety-laws-funding-is-
far-below-estimated-requirement.html; FDA Funding, CONSUMER HEALTHCARE PRODS.
ASS'N, https://www.chpa.org/increasefdafunding.aspx (last visited May 13, 2019) (stating
that the FDA has jurisdiction over $§1 of every $5 spent on food, drugs, and cosmetics in
the United States).

142.  Exec. Order No. 13,771, 82 Fed. Reg. 9339 (Jan. 30, 2017).

143.  See Deregulation and Food Safety Fact Sheet, CONSUMER FED’N OF AM. (Sept. 29, 2017),
https://consumerfed.org/in_the_media/deregulation-food-safety/ (stating that the “[r]eg-
ulations to prevent food safety threats cost less than reacting after people get sick™); see also
Introduction to the Fall 2018 Regulatory Plan, U.S. OFF. OF INFO. & REG. AFF., https://www.
reginfo.gov/public/jsp/eAgenda/StaticContent/201810/VPStatement.pdf (last visited
May 13, 2019) (noting that federal agencies collectively issued 176 deregulatory actions
during the Trump Administration’s first two years for a total regulatory cost reduction of
$33 billion).

144. The outline of priorities only addresses food-related issues by stating that the FDA
will “[take] action to facilitate food innovations that can give consumers more choices and
enable better nutrition.” See Statement of Regulatory Priorities for Fiscal Year 2019, U.S. DEP'T OF
HEALTH & HUMAN SERVS., https://www.reginfo.gov/public/jsp/eAgenda/StaticContent/
201810/Statement_0900.html (last visited May 13, 2019).



2019] FOREIGN SUPPLIER VERIFICATION PROGRAMS 19

imported food products from harming consumers, while also holding import-
ers accountable for the products they bring into the United States.!*> While
this appears to be a partial privatization of a traditionally governmental func-
tion, it is possible that, if carried out correctly, it will enable efficiency and
actually extend the reach of the government.!46

Because we are in a paradoxical era distinguished by diminishing govern-
mental resources and increasing regulatory demands, the concept of partial
privatization of governmental functions is justifiable.!47 Scholars of “private
governance” have suggested that the “public/private hybrids are involved
in three principal functions traditionally assigned to public agencies: the set-
ting, implementation, and enforcement (including monitoring) of stand-
ards.”!48 ‘While assigning additional responsibilities to private actors may be
more cost-effective, there remains a major concern with accountability is-
sues.!49  Privatizing roles traditionally ascribed to government agencies
could potentially jeopardize public purposes by “pressing for market-style
competition, by sidestepping norms that apply to public programs, and by
eradicating the public identity of social efforts to meet human needs.”!5° For
the public/private hybrid model to be successful in enhancing regulatory
compliance, the government must be willing and able to create a regulatory
structure for private actors to operate within that protects and promotes
public goals.15!

145.  See What Do Importers Need to Know About FSVP, supra note 96.

146.  See Lesley K. McAllister, Regulation by Third-Party Verification, 53 B.C. L. REV. 1, 4
(2012) (stating that partial privatization from third-party verification can potentially “jeopard-
ize the fulfillment of public purposes,” or “enable innovation, efficiency, and quality in the
provision of governmental services”). See generally Jody Freeman, Extending Public Law Norms
Through Privatization, 116 HARV. L. REV. 1285 (2003) (imagining privatization as an avenue for
increasing the government’s reach into new domains).

147.  See McCallister, supra note 146, at 1-2 (stating that while regulatory failures often
make headlines, they are most often explained by the fact that “regulatory agencies lack the
capacity to adequately implement and enforce the law”).

148. Michael Vandenbergh, The Private Life of Public Law, 105 CoLUM. L. REV. 2029,
2038 (2005) (stating that private participation in setting standards includes negotiated rule-
making and agency encouragement of private codes of conduct; private participation in im-
plementation includes agency encouragement of voluntary self-regulation programs and site-
specific agreements with private actors; and private participation in enforcement includes cit-
izen suits and regulations requiring industries to self-monitor and report).

149.  Seeid. at 2039.

150. Martha Minnow, Public and Private Parinerships: Accounting for the New Religion, 116
Harv. L. REV. 1229, 1230 (2003).

151.  See McCallister, supra note 146, at 5 (suggesting that an oversight tool such as high
accreditation standards is just one mechanism that can function within a new regulatory
framework).
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Although the FSVP rule is a good step in contributing to the safety of our
imported food, there are several loopholes that could decrease its effective-
ness. Generally, the FSVP provision allowing importers or their suppliers to
create, implement, and maintain their own HACCP systems has the poten-
tial to adversely affect the safety of imported food.!2 The primary concern
of corporations is their profit margin—not public health.15? The system pro-
vided for under the FSVP rule takes the power away from the FDA to truly
determine the safety of imported food, essentially giving companies free rein
to self-regulate. While information on the effectiveness of FSVPs and
whether they have increased imported food safety is sparse, the frequency of
foodborne illness outbreaks seems to indicate that the food industry is not yet
able to self-regulate.15* At the very least, the FDA should be involved in as-
sisting companies develop their HACCP programs to ensure consistency
among all importers and suppliers.135

Further, allowing importers to use a third party to conduct their hazard
analyses potentially poses a problem regarding reliability and consistency.
The reliability of third-party auditor determinations depends largely upon
the competence and independence of the third party.!156 Put simply, third-
party programs may suffer from a lack of reliability, specifically when the
third party is not impartial in its assessment.!»” Because the third party is
compensated by the company they are assessing, the auditor may fall victim
to conscious or unconscious biases.!58 Further, when discrepancies in safety
ratings between a third party and a government agency like the FDA come
to light, the competence of third-party systems comes into question.!? In
addition to these concerns, agencies using third-party assessors should be
concerned with the consistency of determinations.!60

152.  See Strom, supra note 104 (citing three circumstances where major food U.S. manu-
facturers, distributors, or both deliberately ignored proven food contamination issues and
knowingly sold infected, or potentially infected, food products).

153.  See id.
154.  See Pape, supra note 86, at 447.
155. Id.

156. See McAllister, supra note 100, at 40 (stating that auditors must be competent in
their ability to conduct an unbiased assessment, and programs should be designed to en-
hance consistency of third-party determinations and avoid problems that would under-
mine reliability).

157. Id. at 40—41 (providing the example of the Peanut Corporation of America, which
had received a “superior rating” from the third-party auditors it used, but a later FDA inves-
tigation showed product samples had tested positive for Salmonella).

158. Id. at 42.

159. Id. at 41.

160. [d. at 43 (finding that if assessments by third parties are conducted in different ways,
determinations may be less consistent than governmental determinations).
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Because FSVPs essentially rely on the “honor system,” the FDA needs to
have a strong system for either incentivizing companies to adhere to or de-
terring them from violating the requirements.!6! The FDA must be able to
motivate companies to comply with regulations that are not always in their
financial interest. While the FSVP rule provides some options for addressing
noncompliance,!62 a glaring issue remains: the use of these tools in response
to whether an importer has provided the proper paperwork, not whether the
food is actually safe.

For years, the Environmental Protection Agency (EPA) has utilized incen-
tive programs to address a wide range of environmental issues, such as air pol-
lution and acid rain.!63 While traditional command-and-control policies are
criticized for only inducing companies to meet the regulated standards, eco-
nomic incentives are often praised for encouraging companies to innovate fur-
ther and to the extent that renders them most profitable.!6+ Although the issues
the EPA deals with are different than those overseen by the FDA, the FDA
could still explore implementing market-based policies to not only encourage
compliance with the FSVP requirements, but also to incentivize importers to
take further steps to guarantee the safety of imported food. These policies
could work in tandem with the traditional regulatory approach already being
utilized by the FDA to achieve a higher guarantee of food safety.165

The FDA should also develop a stronger enforcement system that involves
more oversight than simply reviewing paperwork. At a minimum, the FDA
needs an improved method of inspection that allows FSVP inspectors to en-
sure the documents provided by importers and their suppliers are honest rep-
resentations. Food companies have not always taken the necessary corrective
actions to keep our food products safe, nor supplied honest information about
their operations. Accordingly, the FDA needs a way to check the infor-
mation provided. Because the FDA has neither the funding nor the

161. See Pape, supra note 86, at 43839 (characterizing the HACCP system as an “honor
system” where the onus is on facilities to ensure the safety of food products rather than gov-
ernment inspectors).

162. These examples include: refusing importations, 21 C.F.R. § 1.514 (2012); bringing
civil or criminal actions in federal court, 21 U.S.C. § 333 (2012); and debarring individuals
convicted of a felony related to importation of food, . § 335a.

163.  See Economic Incentives, U.S. ENVTL. PROTECTION AGENCY, https://www.epa.gov/
environmental-economics/economic-incentives (last visited May 13, 2019) (stating that poli-
cymakers can utilize traditional regulatory approaches that set specific standards all parties
must meet or implement economic incentives or market-based policies that provide continu-
ous monetary and near-monetary inducements for private-sector actors to comply with).

164. Id

165. [Id. (asserting that a hybrid approach is appealing to policymakers because it com-
bines the certainty associated with a regulatory standard with the flexibility of allowing com-
panies to pursue the method that is most cost effective based on their unique organization).
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manpower to have inspectors at every port, utilizing third-party certifiers
could be a good alternative.!66

A third-party program could be helpful in overseeing compliance with the
FSVP rule because it is large and international in scope, and incorporating
private actors around the globe could be an effective way to achieve the reg-
ulatory goal.’67 However, since the FSVP rule deals directly with the issue
of public health, problems may arise from the use of a third-party program
as it could reduce an agency’s control over regulatory implementation.!68 If
the FDA chose to implement a third-party program to better enable its over-
sight of importer compliance with the FSVP requirements, it is imperative
that the program be calibrated to the level of risk associated with noncom-
pliance. In this case, the potential public harm resulting from noncompli-
ance is high as it could result in unsafe food entering into the homes of Amer-
ican consumers.!69 Further, the information gathered through a third-party
program must be accessible to the public in order ensure accountability.!70
When a third party assumes the responsibility of conducting compliance as-
sessments, the information from those assessments must be made available
to the responsible regulatory agency and accessible to the public in order to
ensure accountability.!’! Ultimately, oversight by the FDA is essential to en-
suring the success of a third-party program.!72

Because the FSVP rule has only recently gone into full effect, it is unclear
how much the program will contribute to improving the safety of our im-
ported food. However, it is clear that while the FSVP is good in theory, for

166. See McAllister, supra note 100, at 54 (maintaining that regulatory third-party pro-
grams pose risks in that if they are ill-conceived and poorly operated, the programs can lead
to high costs for regulated entities and undermine the achievement of regulatory goals, but
they also offer benefits by harnessing expertise within the private sector to extend the reach of
the regulatory agency, increase compliance, and improve performance of regulated entities).

167. Id. at 58 (noting that agencies may have difficulty overseeing private actors in foreign
countries).

168. Id. at 57-58 (stating that if noncompliance with a regulatory standard results in sig-
nificant risks to health and it is vital that a certain regulatory outcome be avoided, the agency
should retain full regulatory control).

169. [Id. at 62-63 (asserting that if the risks associated with noncompliance are high, the
program must be designed in a way that provides maximum degree of reliability in third-party
determinations).

170. Id. at 66 (explaining that information from compliance assessments completed by
regulatory agencies are accessible by the public).

171. Id. (stating the level of accountability for third-party programs should be the same
as when regulatory agencies conduct assessments themselves).

172. See McAllister, supra note 100, at 68 (stating that the role of the regulatory agency
changes from “guardian to guarding the guardians” and oversight is vital to ensuring the ful-
fillment of the regulatory purpose).



2019] FOREIGN SUPPLIER VERIFICATION PROGRAMS 23

it to work effectively the FDA needs to strengthen its oversight and compli-
ance enforcement abilities. Whether it is an incentive program, establishing
a third-party program to oversee compliance, or having robust penalties for
those importers and suppliers that fail to meet the requirements, there are
several options available to the FDA.

CONCLUSION

As the United States has dramatically increased the portion of food im-
ported from other countries, ensuring the safety of imported food is more
important than ever. It is too early to tell whether the FSVP rule will be
effective in increasing the safety of imported food, but the FDA is facing an
uphill battle when it comes to truly verifying that importers and suppliers are
adhering to the requirements. The partial privatization of ensuring safe food
products make their way into the U.S. market could be an innovative and
efficient choice; however, because importers are likely primarily concerned
with making money, there are legitimate concerns as to whether they will
take steps that actually promote food safety, or just meet the rule’s minimum
requirements in the most low-cost way. To truly hold importers accountable
for the products they import, the FDA needs to develop stronger compliance
and enforcement tools that make the FSVP effective. Otherwise, why have
the regulation at all?



