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I. INTRODUCTION 

The Food Safety Modernization Act of 2011 (“FSMA”)1 is a sweeping overhaul of United States 

food safety law designed to better protect consumers from foodborne illnesses.  Congress passed 

FSMA in response to heightened food safety risks, surging imports and an outdated food import 

safety system, providing the Food and Drug Administration (“FDA”) additional authority to 

regulate food facilities, establish standards for safe produce, recall contaminated foods and oversee 

imported foods.  Several of the final rules implementing FSMA were published in 2015 and are 

scheduled to take effect soon thereafter,2 making this a pivotal year for food processors and 

importers to design and implement new methodologies for ensuring food safety.  Many of the 

requirements of the law vary in scope depending on the business’s total sales or the size of the 

company, so it will be crucial for businesses and their attorneys to carefully understand the law 

and its penalties for noncompliance.   

This purpose of this article is to guide businesses and practitioners through the major provisions 

of FSMA applicable to food imports.  First, I will provide an overview of FSMA’s passage.  Next, 

I will discuss the key components of FSMA that affect importation of food products.  Third, I will 

discuss the enforcement tools available to regulators and how they can be used to ensure 

compliance with FSMA.  Fourth, I will explore the impacts of FSMA on specific types of imports 

and what importers of these products should consider when planning for FSMA.  Lastly, I will 

conclude with recommendations to prepare importers and their counsel for, and identify resources 

available to assist with, FSMA compliance. 

II. LEGISLATIVE DEVELOPMENT OF FSMA 

Development of FSMA followed a series of high-profile foodborne outbreaks.  In September 2006, 

a deadly strain of E. coli was found to have contaminated fresh spinach grown in California.  As a 

result of the spinach outbreak more than 200 consumers were sickened and four people died.3  In 

March 2007, imported contaminants in vegetable protein from China used in pet food was found 

to contain melamine, which is harmful to pets.4  Because the protein is a widely used ingredient 

incorporated into many different pet foods sold under several brand names by multiple 

manufacturers it took weeks for FDA to identify the affected products.  In early 2007, an outbreak 

                                                      
1 FDA Food Safety Modernization Act, Pub. L. No. 111-353, 124 Stat. 3885 (2011). 
2 Compliance deadlines depend on various factors, including the number of employees and annual 

revenue of businesses. 
3 Dan Flynn, Dole Spinach E. coli Outbreak, FOOD SAFETY NEWS, Sept. 20, 2009. A more recent produce 

outbreak occurred in 2011 that involved whole cantaloupes contaminated with listeriosis originating from 

a farm in Colorado. The outbreak was linked to thirty-three deaths and 147 illnesses across twenty-eight 

states. See Mary Beth Marklein, Cantaloupe Farmers Get No Prison Time in Disease Outbreak, USA 

TODAY, Jan. 28, 2014.  
4 RENEE JOHNSON, CRS REPORT FOR CONGRESS: FOOD SAFETY ISSUES FOR THE 114th 

CONGRESS, R42885, at 18 (Apr. 10, 2015), available at http://nationalaglawcenter.org/wp-

content/uploads/assets/crs/R42885.pdf. 
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of Salmonella was attributed to Peter Pan peanut butter.5  Unlike the first two example, this 

Salmonella outbreak did not involve fresh produce or imported ingredients, but instead involved a 

domestic food manufacturer.  The outbreak was attributed to over 700 illnesses, sending twenty-

percent of the victims to the hospital.6  Lastly, in 2008 an outbreak of Salmonella that sickened 

thousands was ultimately linked to jalapeno and serrano peppers originating from a Mexican farm.7  

In this case, the peppers were contaminated by irrigation water and eaten raw by consumers.8 

These outbreaks not only frightened consumers, but demonstrated the ineffectiveness of the current 

food safety system under which FDA has regulatory responsibility, namely: fresh produce, food 

imports, food ingredients and domestic food manufacturing.  This was enough to force Congress 

to react and overhaul the country’s food safety laws. 

Initially, the House passed a bill with strong bipartisan support, but the bill stagnated in the Senate 

largely due to opposition from small farmers and producers, who were concerned that the new 

regulations would be too costly and cumbersome for their businesses to survive, and fears among 

consumer groups that excluding them would hinder the safety of the food supply.9  In response to 

their concerns, the Senate version of the bill added an amendment by Senator Jon Tester (D-Mont.) 

along with other changes that satisfied most food safety advocates and brought the legislation back 

to life.10 

Many consumer and industry groups preferred the original House version of the bill, mainly 

because it included more money for inspections and fewer exceptions; however, most supported 

the Senate bill because it was better than no new food safety law.11  Senator Tom Coburn (R-Okla.) 

staunchly fought the bill, claiming it was unnecessary and prohibitively expensive.12  His 

opposition nearly derailed the passage of the law and caused several months’ delay, but eventually 

                                                      
5 Dan Flynn, ConAgra Agrees to Pay $11.2 Million for Salmonella Outbreak, FOOD SAFETY NEWS, May 

20, 2015, available at http://www.foodsafetynews.com/2015/05/conagra-pleads-guilty-to-misdemeanor-

agrees-to-pay-11-2-million-for-peter-pan-outbreak/#.VuNFN5wrKmE. 
6 Id. 
7 See Investigation of Outbreak of Infections Caused by Salmonella Saintpaul, CTRS. FOR DISEASE CONTROL 

& PREVENTION (Aug. 28, 2008), http:// www.cdc.gov/salmonella/saintpaul/jalapeno/. 
8 Id. 
9 Michael Pollan & Eric Schlosser, A Stale Food Fight, N.Y. TIMES, Nov. 28, 2010, 

http://www.nytimes.com/2010/ll/29/opinion/29schlosser.html. 
10 See RENEE JOHNSON ET AL., CRS REPORT FOR CONGRESS, FOOD SAFETY IN THE 111TH 

CONGRESS: HR 2749 AND S. 510, R40443 (Dec. 1, 2010), available at 

http://www.fas.org/sgp/crs/misc/R40443.pdf (comparing the provisions of the House and Senate bills). 
11 Id.  After the Senate bill passed, House leaders pointed out a problem – the bill contained a provision 

that imposed fees on importers, farmers and processors – a violation of the constitution which requires all 

new taxes to originate in the House. This mistake almost killed its passage, but the language was later 

removed and the revised version of the bill was passed by both houses. Lyndsey Layton, Senate Passes 

Food-Safety Bill, N.Y. TIMES, Dec. 20, 2010, http://www.washingtonpost.com/wp-

dyn/content/article/2010/12/19/AR2010121904201.html. 
12 Gardiner Harris & William Neuman, Senate Passes Sweeping Law on Food Safety, N.Y. TIMES, Nov. 

30, 2010, http:// www.nytimes.com/2010/12/01/health/policy/01food.html. 
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the bill passed the Senate with strong bipartisan support and backing from major business groups 

representing food producers and grocery stores.13 

III. KEY COMPONENTS OF FSMA 

FSMA amends the Federal Food, Drug, and Cosmetic Act (“FDC Act”) and represents the most 

sweeping and substantial change to that Act since it was passed in 1938.14  FSMA shifted FDA’s 

approach to food safety from controlling outbreaks as they occur toward a more preventive model 

that places the primary responsibility on manufacturers to identify and control hazards.  The FDA 

describes the change in the way it will regulate food as follows: 

This new law puts prevention up front for FDA. For the first time, FDA will have a 

legislative mandate to require comprehensive, science-based preventive controls across the 

food supply. Under the Act, implementation of mandatory preventive controls for food 

facilities and compliance with mandatory produce safety standards will be required. FDA 

is in the process of developing a proposed rule that will establish science-based minimum 

standards for the safe production and harvesting of fruits and vegetables and will address 

soil amendments, worker health and hygiene, packaging, temperature controls, water and 

other issues. Food facilities will be required to implement a written preventive control plan, 

provide for the monitoring of the performance of those controls and specify the corrective 

actions the facility will take when necessary.15 

In general, FSMA is broadly aimed at addressing five main themes: preventive controls, inspection 

and compliance, imported food safety, response and enhanced partnerships.16  Each of these areas 

grant FDA with new authority and responsibility to develop specific scientific standards, provide 

oversight to increase conformance, act effectively when problems emerge and build collaboration 

with other local, state and foreign government agencies in order to carry out an integrated approach 

to food safety.17  This article will discuss the application of FSMA provisions relevant to the 

importation of food, a significant new area of legal authority and regulation.  

                                                      
13 Id. 
14 See FDA, Significant Dates in U.S. Food and Drug Law History, http:// 

www.fda.gov/aboutfda/whatwedo/history/milestones/ucm128305.htm (last updated Apr. 4, 2016). The 

Food & Drugs Act was passed in 1906 and was the first legislation that prohibited the misbranding or 

adulteration of food, drinks or drugs in interstate commerce. This act was not overhauled until 1938, 

when the FDC Act was passed, which expanded upon and updated the 1906 law. Since that time, the FDC 

Act has remained largely unchanged at its core, although there have been a few updates since that time. 

FSMA is the first update of the core regulations pertaining to food safety. 
15 FDA, Food Safety Modernization Act (FSMA), Frequently Asked Questions, 

http://www.fda.gov/Food/FoodSafety/FSMA/ucm247559.htm#general7 (last visited Jan. 18, 2016). 
16 Id. 
17 see FDA, Background on the FDA Food Safety Modernization Act (FSMA), http:// 

www.fda.gov/Food/FoodSafety/FSMA/ucm239907.htm (last visited Jan. 18, 2016); 
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A. Foreign Supplier Verification Program. 

Under the final rule, importers of food for humans and animals must implement a Foreign Supplier 

Verification Program (“FSVP”) in order to ensure that the importer’s foreign suppliers produce 

food in compliance with processes and procedures, including risk-based preventive controls, that 

provide the same level of public health protection as those required for domestic food under the 

FDC Act.18  In particular, importers must verify that their foreign suppliers are compliant with the 

following provisions of the FDA Act: hazard analysis and preventive controls,19 produce safety,20 

food adulteration provisions21 and food allergen labeling.22  Most importers will need to comply 

with FSVP no later than six months after their foreign supplier’s must comply with FSMA 

regulations or eighteen months after the final rule is published (i.e., May 2017), whichever is 

later.23 

In general, an importer must implement a FSVP for each food that it imports and each foreign 

supplier in order to minimize or prevent potential hazards before importing food into the U.S.24  

The FSVP must include a written hazard analysis, an evaluation of the risks posed by a food and 

the foreign supplier’s performance, supplier verification activities to allow the importer to approve 

the foreign supplier, and corrective action procedures.25  The FSVP must be developed and 

implemented by a “qualified individual”26 and any required audits must be conducted by a 

“qualified auditor.”27 

For the purposes of the FSVP, an “importer” is the U.S. owner or consignee of an article of food 

offered for import into the U.S.28  If there is no U.S. owner or consignee, then the importer will be 

the U.S. agent or representative of the foreign owner or consignee, as confirmed in a signed 

statement of consent.29  An “owner or consignee” is the “person in the U.S. who, at the time of 

entry, owns the food, has purchased the food, or has agreed in writing to purchase the food.”30  

Placing the burden on the ultimate purchaser of the food will prevent a warehouse to which food 

is merely delivered, and has little connection to the article of food, from being the importer.  FDA 

also clarifies in the preamble to the final rule that “time of entry” refers to the time of submission 

                                                      
18 Foreign Supplier Verification Programs for Importers of Food for Humans and Animals, 80 Fed. Reg. 

74,226 (Nov. 27, 2015) (to be codified at 21 C.F.R. pts. 1, 11 and 111) [hereinafter FSVP Final Rule]. 
19 21 U.S.C. § 350g (2010). 
20 21 U.S.C. § 350h (2010). 
21 21 U.S.C. § 342 (2010). 
22 21 U.S.C. § 343(w) (2010). 
23 If an importer is a manufacturer or processor subject to the supply-chain program provisions in the 

preventive controls rule, the compliance date is the date importer (as a receiving facility) is required to 

comply with those provisions. FSVP Final Rule, supra note 18, at 108. 
24 21 C.F.R. § 1.504 (2016). 
25 Id. 
26 A “qualified individual” must have the education, training or experience (or a combination thereof) 

necessary to perform the assigned activities. 21 C.F.R. § 1.503(a) (2016). 
27 A “qualified auditor” must have technical expertise obtained through education, training or experience 

(or a combination thereof) necessary to perform the auditing function. 21 C.F.R. § 1.503(b) (2016). 
28 21 C.F.R. § 1.500 (2016). 
29 Id. 
30 Id. 
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of entry documents, or when an import entry is submitted to U.S. Customs and Border Protection 

(“CBP”).31 

The final rule defines “foreign supplier” as the establishment that “manufacturers/processes the 

food, raises the animal, or grows the food that is exported to the U.S. without further 

manufacturing/processing,” except if the manufacturing or processing consists solely of the 

addition of labeling or other similar de minimis activity.32  This definition does not include 

businesses that merely pack or hold food with no or de minimis further processing.   

The final rule requires a FSVP for most types of imported food and most foreign suppliers; 

however, there are a few notable exemptions.  Juice, fish and fishery products from foreign 

suppliers who are required to comply, and are in compliance, with the seafood and juice hazard 

analysis and critical control point (“HACCP”) regulations33 are exempt from the FSVP 

requirements.34  This exemption applies not only to finished products, but also to raw materials or 

other ingredients used in the manufacturing or processing of juice, fish or fishery products.35  

Importers of these products are still responsible for supplier verification, but must conduct 

verification activities under the relevant HACCP regulations instead of the FSVP requirements. 

The FSVP rule provides a list of exemptions, including:  food imported (and labeled) for research 

or evaluation not sold or distributed to the public; food for personal consumption with a non-

commercial purpose not sold or distributed to the public; alcoholic beverages (including raw 

materials and other ingredients that are imported for use in the manufacturing/processing, packing 

or holding of alcoholic beverages); food that is transshipped through the U.S. or imported for 

processing and future export; food that was manufactured/processed, raised or grown in the U.S., 

exported, and returned to the U.S. without further manufacturing/processing; food that was 

produced in accordance with the low-acid canned food (“LACF”) regulations; and meat, poultry 

and egg products that are subject to specific USDA requirements at the time of inspection.36 

In addition, the final rule also establishes certain exemptions and modified requirements that 

mirror the requirements under the Preventive Controls for Human Food in certain circumstances: 

 Compliance with Preventive Controls.  If an importer is a receiving facility that, in 

accordance with the Preventive Controls for Human (or Animal) Food requirements, has 

implemented preventive controls for hazards in the food, or is not required to implement 

preventive controls, or has established and implemented a risk-based supply-chain 

program, then FDA deems that importer to be in compliance with all FSVP requirements, 

except for the requirement to identify the importer at the time of entry.37 

 Low-Acid Canned Food.  Other identifiable hazards applicable to food produced in 

accordance with the LACF regulation, but not controlled by such regulation, must comply 

                                                      
31 FSVP Final Rule, supra note 18, at 56.  
32 21 C.F.R. § 1.500 (2016). 
33 21 C.F.R. §§ 120.14 and 123.12 (2016). 
34 21 C.F.R. § 1.501(b)(1) (2016). 
35 21 C.F.R. § 1.501(b)(2) (2016). 
36 21 C.F.R. §§ 1.501(c)-(h) (2016).  
37 21 C.F.R. § 1.502(c) (2016). 
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with FSVP requirements.  These requirements apply to the importation of finished LACF 

products and also to the importation of raw materials and other ingredients by U.S. facilities 

for use in manufacturing or processing LACF.38  

 Dietary Supplements.  If an importer is subject to and in compliance with certain dietary 

supplement current good manufacturing practice (“cGMP”) requirements,39 then the 

importer must only comply with the importer identification requirements.40  If an importer 

is importing from a foreign supplier that is subject to and in compliance with certain dietary 

supplement cGMP requirements, and obtains written assurance to that effect from the 

foreign supplier, then for that food and that foreign supplier the importer must only comply 

with the importer identification and recordkeeping requirements.41  Importers of other 

dietary supplements, including finished products, are subject to modified FSVP 

requirements.42  

 Hazards Controlled Before Consumption or After Importation.  If an importer identifies a 

hazard requiring a control in a food and determines and documents that the type of food 

cannot be consumed without application of an appropriate control (e.g., cocoa beans, coffee 

beans) or that the hazard will be controlled downstream in the distribution chain, then the 

importer is not required to perform FSVP supplier approval and verification activities 

discussed below.43 

 Very Small Importers/Food from Small Foreign Suppliers.  If an importer is a “very small 

importer”44 or imports food from “certain small foreign suppliers” (a “qualified facility”,45 

a farm that is not covered by the produce safety rule,46 or a shell egg producer that is exempt 

under the rule),47 then the importer must perform modified foreign supplier verification 

activities, which include obtaining a written assurance from each foreign supplier that the 

supplier is producing food in compliance with all relevant food safety requirements.48  

 Officially Recognized or Equivalent Food Safety System.  If an importer is importing food 

from a foreign supplier that is in a country whose food safety system FDA has officially 

recognized as comparable or equivalent to that of the U.S., and the supplier is in good 

standing with the food safety authority of that country, then the importer must only comply 

with the importer identification and recordkeeping requirements.49  This exemption only 

                                                      
38 21 C.F.R. § 1.502(b) (2016). 
39 See 21 C.F.R. § 111.70 (2016). 
40 21 C.F.R. § 1.511(a) (2016). 
41 See 21 C.F.R. §§ 1.509 and 1.510 (2016). 
42 21 C.F.R. § 1.511(c) (2016). 
43 21 C.F.R. § 1.507 (2016). 
44 A “very small importer” with respect to human food is an importer with less than $1 million in average 

sales over the previous three years, and with respect to animal food an importer with less than $2.5 

million in average sales over the previous three years. 21 C.F.R. § 1.500 (2016). 
45 See 21 C.F.R. §§ 1.117.3 and 507.3 (2016). 
46 Farms that average $25,000 or less in annual produce sales or because they meet requirements for a 

qualified exemption. 21 C.F.R. § 112.4 (2016). 
47 Producers with fewer than 3,000 laying hens. 21 C.F.R. Part 118 (2016). 
48 21 C.F.R. § 1.512 (2016). 
49 21 C.F.R. § 1.513 (2016). 



7 

 

applies to food that is not intended for further manufacturing/processing after import.50  

 Covered Produce.  If an importer is importing raw fruits or vegetables that are “covered 

produce”,51 then the importer’s hazard analysis is not required to include biological hazards 

because those hazards are covered by the produce rule.52  However, the importer still must 

determine whether any other types of hazards in such food require a control.53 

1. Developing an FSVP. 

i. Hazard Analysis.  For most types of imported food, the importer is required 

to identify and evaluate (based upon experience, illness data, scientific reports and other 

information) the known or reasonably foreseeable hazards in order to determine whether there are 

any hazards requiring a control, including those hazards which may occur naturally, may be 

unintentionally introduced or may be intentionally introduced (e.g., economically motivated 

adulteration).54  The term “hazard requiring a control” means “a known or reasonably foreseeable 

hazard for which a person knowledgeable about the safe manufacturing, processing, packing or 

holding of food would, based on the outcome of a hazard analysis…establish one or more controls 

or measures to significantly minimize or prevent the hazard.”55  The term “hazard” means any 

biological (including parasites and disease-causing bacteria), chemical (including radiological, 

unapproved additives, food allergens, and pesticide and drug residues) or physical agent (e.g., 

stones, glass, metal, etc.) that is reasonably likely to cause illness or injury, but not necessarily an 

agent that requires a control.56   

Moreover, FDA has expressly incorporated risk assessment into the final definition of “hazard 

requiring a control” by (a) ensuring that it includes an assessment of the severity of the illness or 

injury if the hazard were to occur and the probability that will occur in the absence of a control or 

measure and (b) limiting the management components--e.g., monitoring, corrections, corrective 

actions, verification and records--to those appropriate to the food, facility and nature of the control 

or measure and its role in the facility’s food safety system.57  The factors to consider when 

evaluating a hazard must include, among others, the formulation of the food, the condition of the 

foreign supplier’s equipment, transportation practices, packaging and labeling activities, and the 

intended use of the food.58 

ii. Evaluation and Verification.  Importers must evaluate the risk posed by 

each imported food, using the results of the hazard analysis, and evaluate the foreign supplier’s 

performance.59  There are a number of specified factors that must be considered when conducting 

                                                      
50 21 C.F.R. § 1.513(a)(2) (2016). 
51 21 C.F.R. § 112.3 (2016). 
52 21 C.F.R. § 1.504(e) (2016). 
53 Id. 
54 21 C.F.R. § 1.504 (2016). 
55 21 C.F.R. § 1.500 (2016). 
56 Id. 
57 Id. 
58 21 C.F.R. § 1.504 (2016). 
59 21 C.F.R. § 1.505(a) (2016). 
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this evaluation. 60  Importers should review the supplier’s food safety history and FDA compliance 

actions (e.g., Import Alerts; Warning Letters).61  Importers should also evaluate the entities that 

will be responsible for controlling or minimizing hazards, including entities other than the foreign 

supplier, if applicable, and the foreign supplier’s food safety protocols and procedures.62  An 

importer can rely on another entity’s evaluation (or reevaluation) of a foreign supplier’s 

performance and the risk posed by a food, so long as the importer reviews and assesses the relevant 

documentation.63  In the event that an importer becomes aware of a new hazard associated with a 

foreign supplier’s food, the importer must promptly reevaluate the risks associated with importing 

food sourced from that foreign supplier, whether any additional verification activities are 

appropriate, and whether it should continue to import food from that foreign supplier.64  Importers 

must reevaluate their foreign suppliers at least once every three years and must thoroughly 

document the approval and evaluation process used for foreign suppliers.65 

Based upon the risk evaluation, the importer must establish and follow written procedures to ensure 

that it only imports from “approved” foreign suppliers, and must conduct appropriate supplier 

verification activities.66  The final rule does not specify mandatory activities that must be 

conducted to verify the safety of imported food, instead it provides flexibility in the types of 

verification activities primarily in recognition of the fact that food hazards and associated risks 

vary considerably on a case-by-case basis.67  These activities must provide adequate assurances 

that the foreign supplier is producing food in accordance with relevant FDA requirements.68  

Supplier verification activities may include: (a) on-site audits of the supplier’s facility (which 

would generally be necessary when there is a reasonable probability that exposure to a hazard 

controlled by the foreign supplier will result in serious adverse health consequences or death to 

humans or animals); (b) sampling and testing of food; and (c) a review of the supplier’s relevant 

food safety records.69  An importer can rely on another entity (other than the foreign supplier) to 

determine and perform appropriate supplier verification activities, so long as the importer reviews 

and assesses the relevant documentation.70  Records of all foreign supplier verification activities 

                                                      
60 Id. 
61 Id. 
62 Id. 
63 21 C.F.R. § 1.505(d) (2016). 
64 21 C.F.R. § 1.505(c) (2016). 
65 Id. 
66 21 C.F.R. § 1.506(a) (2016). “Approved” foreign suppliers are those suppliers an importer has 

approved based on its evaluation conducted in accordance with 21 C.F.R. § 1.505. However, use of an 

unapproved foreign supplier is permitted on a temporary basis if adequate verification of the food is 

conducted prior to importation. Id. 
67 Id. 
68 Id. 
69 21 C.F.R. § 1.506(d) (2016). Annual mandatory onsite audits, or documentation thereof, are required 

where exposure to a hazard will result in serious adverse health consequences or death, unless the 

importer has an adequate basis to determine that less frequent onsite audits are appropriate or that 

alternative verification activities are appropriate to ensure the hazard is controlled. Id. 
70 21 C.F.R. § 1.506(d)(3) (2016). 
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must be documented and maintained.71 

iii. Corrective Actions.  Importers are required to take corrective actions if it 

is determined that a foreign supplier is producing food in a manner that does not provide the same 

level of public health protection as required for domestic food under the relevant FDA Act 

provisions and associated regulations.72  A determination that some corrective action should be 

taken can be based on a number of grounds, including, but not limited to, a review of 

consumer/customer complaints or information obtained during the course of supplier verification 

activities.73  If a determination is made that a corrective action is necessary, and that determination 

is not based on information obtained from supplier verification activities conducted pursuant to 

the FSVP rule, the importer must promptly re-evaluate its FSVP to determine whether it is 

adequate and, if appropriate, modify the FSVP.74  Any corrective actions, investigations, or 

modifications to an FSVP must be documented.75 

iv. Importer Identification.  For each line entry of food offered for 

importation into the U.S., the importer must provide the CBP their name, email address and 

“unique facility identifier recognized as acceptable by FDA”.76  FDA also explains in the preamble 

to the final rule that it will allow importers to request use of different identification numbers, but 

it is possible that FDA’s information technology systems will not be able to accommodate any 

numbers other than those that the agency may specifically designate as acceptable, in which case 

FDA would have to manually review entry submissions that include alternate unique facility 

identifiers.77 

v. Record Maintenance.  Importers must maintain signed and dated records 

related to their FSVP, including records related to their hazard analysis, supplier evaluation and 

approval program, supplier verification activities and any corrective actions taken to address 

identified food safety problems.78  Any records relevant to an FSVP must be made available upon 

request to FDA for inspection and copying.79  Offsite storage of records is permissible, provided 

that such records can be retrieved within 24 hours following a request by FDA.80  Records retained 

in foreign languages are acceptable, but an English version of the record must be delivered to FDA 

within a reasonable time after a request is made for the English version of the record.  In addition, 

                                                      
71 Id. 
72 21 C.F.R. § 1.508 (2016). 
73 Id. 
74 21 C.F.R. § 1.508(b) (2016). 
75 Id. 
76 21 C.F.R. § 1.509 (2016). FDA anticipates that it will issue a guidance document that recognizes Dun 

& Bradstreet Data Universal Numbering System (“DUNS”) numbers as being acceptable facility 

identifiers.  
77 FSVP Final Rule, supra note 18, at 77. 
78 21 C.F.R. § 1.510(a) (2016). 
79 21 C.F.R. § 1.510(b) (2016). The final rule provides FDA with remote records access, meaning that if 

requested in writing by FDA, importers must send records to the agency electronically (or through 

another prompt means) rather than making the records available for review at their place of business. 
80 Id. 
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records must be maintained for at least two years after they are created or obtained, or for at least 

two years after their use is discontinued, whichever is longer.81  If an importer has existing records 

that may be relied on to establish compliance with the FSVP, the importer does not need to create 

a duplicate copy of those records.82  FSVP records are subject to disclosure under the Freedom of 

Information Act (“FOIA”); however, the records are subject to the FOIA exemptions prohibiting 

the disclosure of confidential business and trade secret information.83 

B. Voluntary Qualified Importer Program. 

Pursuant to FSMA, FDA is required to establish a voluntary, fee-based program for the expedited 

review and importation of foods from importers who achieve and maintain a high level of control 

over the safety and security of their supply chains.84  This Voluntary Qualified Importer Program 

(“VQIP”) is available to importers that bring food, or cause food to be brought, from a foreign 

country into the U.S.85  FDA issued draft guidance in June 2015 for the proposed VQIP standards, 

which is subject to additional comment.86 

Under the proposed guidelines, for an importer to be eligible to participate in the VQIP, the 

importer must meet all the following criteria:87 

 have at least a three-year history of importing food into the U.S.; 

 have an active DUNS number; 

 use paperless filer/brokers who received a passing rating during their last FDA Filer 

Evaluation;88  

 do not import food subject to an import alert or Class 1 recall; 

 have a current facility certification for each foreign supplier of food intended to be imported 

under VQIP;89  

                                                      
81 21 C.F.R. § 1.510(c) (2016). 
82 21 C.F.R. § 1.510(e) (2016). 
83 21 C.F.R. § 1.510(f) (2016). 
84 21 U.S.C. § 384b (2010). 
85 The importer can be the manufacturer, owner, consignee and importer of record. For the purposes of 

this section, “importer of record” means the person or firm responsible for making entry and payment of 

import duties, fees and taxes for the food, which includes the owner or purchaser of the food or, when 

designated by the owner, purchaser, or consignee, a broker licensed by the CBP. See 19 U.S.C. 

1484(a)(2)(B). 
86 FDA, Draft Guidance for Industry on the Voluntary Qualified Importer Program for Food Importers, 

Jun. 5, 2015, 

http://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/U

CM448558.pdf [hereinafter VQIP Draft Guidance]. 
87 Id., at 8-9. 
88 The filer/broker is the person responsible for (1) submitting entry and entry summary data on the food 

into the Automated Commercial System (“ACS”) or Automated Commercial Environment “(ACE”) and 

(2) submitting import documents into the International Trade Auxiliary Communication System 

(“ITACS”) or through CBP’s Document Imaging System (“DIS”).  
89 The foreign supplier’s facility must have a facility certification, which would be issued following a 

regulatory audit conducted by a third-party auditor/certification body accredited under FDA’s third-party 

accreditation regulations (as discussed in more detail below). 
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 be in compliance with FSVP requirements and applicable seafood and juice HACCP 

regulations, if applicable; 

 not be subject to an ongoing FDA administrative or judicial action (e.g., Import Alert; 

injunction; debarment), or have a history of significant non-compliances relating to food 

safety;  

 not subject to any CBP penalties, forfeitures or sanctions within the past three years; 

 develop and implement a VQIP Quality Assurance Program (“QAP”);90 and 

 pay the annual VQIP user fee before October 1 of the year in which the importer intends 

to participate.91  

The QAP, which is part of the VQIP application, is a compilation of the written policies and 

procedures used to ensure adequate control over the safety and security of imported foods.92  A 

QAP should include (as applicable): (a) corporate quality policy statement relating to food safety 

and security throughout the supply chain; (b) an organizational chart or written explanation of the 

management structure; (c) food safety policies and procedures; (d) a description of food defense 

system, including policies and procedures; (e) identifying the experience and training requirements 

for employees responsible for implementing the QAP; (f) procedures to ensure the QAP is current 

and appropriately implemented, including auditing procedures and process for updating the QAP; 

and (g) records handling procedures.93  Under the VQIP, importers may only import food from a 

foreign supplier that has a current facility certification issued by a third-party auditor/certification 

body accredited under FDA’s third-party accreditation regulations (as discussed in more detail 

below). 

Participation in the VQIP is for the fiscal year of the U.S. government, which begins on October 

1st each year.  The VQIP is slated to begin in fiscal year 2018.  Applications to participate in VQIP 

will need to be submitted electronically through FDA’s industry portal between January 1st and 

May 31st before the fiscal year in which the importer seeks to join the program.94  Participation 

must be renewed annually and participants will be subject to FDA inspection.95  Reevaluation of 

the company’s fitness for VQIP is done at least once every three years.   

C. Certification for High-Risk Food Imports. 

Under FSMA, FDA may require certifications on imports that have known food safety risks, 

originate from high-risk areas, or for which the agency has science-based evidence of risk.96  The 

“risk of the food” is determined by analysis of the known food safety risks associated with the 

                                                      
90 The QAP must be submitted with the importer’s VQIP application. 
91 Each importer participating in VQIP is required to pay a fee to cover FDA’s costs of administering the program. 

FDA will charge the VQIP user fee on an annual basis for each VQIP year the importer is approved to participate in 

the program. FDA estimates that the initial VQIP user fee will be $16,400. See FDA, Fact Sheet on the Draft 

Guidance for Industry for FDA's Voluntary Qualified Importer Program, 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm448574.htm (last updated Jun. 4, 2015). 
92 VQIP Draft Guidance, supra note 80, at 14. 
93 Id., at 14-16. 
94 Id., at 17. FDA has indicated that due to resource constraints, it will limit the number of participants in 

the first year to no more than two hundred.  
95 Id. 
96 21 U.S.C. § 381(b) (2014). 
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food or the originating country, territory or region.97  FDA can also require certification if it 

determines that the food safety programs in the country of origin are not adequate to ensure that 

the food is as safe as a similar product produced domestically, and that the certification would 

assist in determining whether to admit or refuse entry of the food.98  When the food safety programs 

in a specific country are determined to be deficient, FDA must establish a system to allow the 

foreign government to inform the agency when improvements are implemented, and to 

demonstrate that they are adequate to ensure the food is as safe as a similar article of food 

manufactured in the U.S.99 

FSMA also states that the certificates may be provided in several different forms, including 

shipment-specific certificates, a list of certified entities, or in any other form FDA designates.100  

The certificate must clearly reference the identity of the certifying agent – whether an accredited 

third-party certifier (governmental, cooperative or other) or a national government.101  The FDA 

has yet to issue guidance on the certification process, however, it issued draft guidance on 

identifying high-risk foods.102 

D. Prior Notice of Imported Food Shipments. 

The Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the 

“Bioterrorism Act”) amended Section 801(m) of the FDC Act, which requires that FDA receive 

prior notice of food imported into the U.S.103  Section 304 of FSMA further amended Section 

801(m) of the FDC Act to require that additional information be provided in a prior notice of 

imported food submitted to FDA.  Pursuant to the final rule, a person submitting prior notice of 

imported food, including food for animals, to report, in addition to other information already 

required,104 “any country to which the article has been refused entry.”105 

E. Registration of Food Facility. 

Under the Bioterrorism Act, all facilities engaged in manufacturing, processing, packing or holding 

food for consumption in the U.S. register with FDA, including foreign food facilities.106  Retail 

food establishments, farms, restaurants and certain other entities are exempt from the registration 

                                                      
97 21 U.S.C. § 381(q)(2) (2014). 
98 21 U.S.C. § 381(q)(2)(C) (2014). 
99 21 U.S.C. § 381(q)(7) (2014). 
100 21 U.S.C. § 381(q)(1) (2014). 
101 21 U.S.C. § 381(q)(3) (2014). 
102 See FDA, Draft Methodological Approach to Identifying High-Risk Foods under Section 204(d)(2) of 

the FSMA, Feb. 2014, 

http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM380212.pdf. 
103 Public Health Security and Bioterrorism Preparedness and Response Act of 2002, 21 U.S.C. § 305 

(2012) [hereinafter Bioterrorism Act]. 
104 FDA has issued guidance on the prior notice requirements for importers which can be found at: 

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/

ucm078911.htm#IV_Where_to_Get_Add_Info. 
105 Information Required in Prior Notice of Imported Food, 78 Fed. Reg. 32,359 (May 30, 2013) 

https://www.gpo.gov/fdsys/pkg/FR-2013-05-30/pdf/2013-12833.pdf. 
106 Bioterrorism Act, supra note 97, at § 350d. 
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requirements.107  Currently, more than half of all registered food facilities are located outside the 

U.S.108  FSMA amended Section 415 of the FDC Act, requiring that such facilities submit 

additional registration information to FDA, including assurance that FDA will be permitted to 

inspect the facility at the times and in the manner permitted by the FDC Act.109  Food facilities 

required to register with FDA must renew such registrations every other year.110  The annual 

registration period runs from October 1 to December 31 and renewals are required every two years 

during even-numbered years.111 

Failure to register a facility, or introducing food from such a facility into interstate commerce, is a 

“prohibited act,” subject to injunction and criminal prosecution.112  If a foreign facility fails to 

register as required or its registration is suspended, food from the foreign facility must be held at 

the port of entry until the foreign facility is registered.113  If a facility’s registration is suspended, 

then introducing food from that facility into interstate commerce is a prohibited act.114  However, 

failure to register or suspension of registration does not cause food from the facility to become 

adulterated or misbranded.   

During routine facility inspections, FDA investigators are instructed to determine whether the 

facility is registered and whether its registration information is accurate and current.115  If not, “the 

investigator should advise the facility’s management of the requirement to register [and] to update 

mandatory” information on the registration form.116  FDA may issue an untitled letter to a 

manufacturer if it has been advised of its obligation to, and has not, registered its facility.117  In the 

case of a foreign facility, the Division of Food Defense Targeting will be notified in order to target 

future shipments of imported food from that facility.118  If a foreign facility’s registration is 

suspended, the Division of Food Defense Targeting will be notified in order to target future 

shipments of imported food from that facility.119 

                                                      
107 21 C.F.R. § 1.226 (2012). 
108 According to FDA’s response to a FOIA request made by Registrar Corp., as of January 1, 2016 there 

are 207,655 food facilities registered with FDA, of which 120,822 are located outside the U.S. See Dan 

Flynn, Majority of FDA-registered food facilities now outside the U.S., FOOD SAFETY NEWS, Mar. 15, 

2016, http://www.foodsafetynews.com/2016/03/majority-of-fda-registered-food-facilities-now-outside-

the-u-s/#.VuxvPfkrKmG. 
109 Bioterrorism Act, supra note 97, at § 350d(a)(2). 
110 Id., at § 350d(a)(3). 
111 21 U.S.C. § 331(dd) (2012). 
112 21 C.F.R. § 1.241 (2015). 
113 Id. 
114 21 U.S.C. § 331(d) (2014). 
115 The final Compliance Policy Guide on food facility registration states that FDA may, but is not 

required to, notify the registrant if its facility registration has expired. See FDA, Compliance Policy Guide 

Sec. 100.250 Food Facility Registration – Human and Animal Food, at 7 (Jun. 2014), 

http://www.fda.gov/downloads/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/UCM399

369.pdf00022929.DOC. 
116 Id. 
117 Id. 
118 Id., at 8. 
119 Id. 
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F. Inspection of Foreign Food Facilities. 

FSMA instructed FDA to increase inspections of both foreign and domestic food facilities, 

including manufacturers/processors, packers, repackers and holders of foods under FDA 

jurisdiction, and was given a mandated inspection frequency based on risk for food facilities.  

Within one year of enactment, FSMA directed FDA to inspect at least six hundred foreign facilities 

and to double the amount of inspections every year for the next five years.120  

According to FDA, “foreign surveillance inspections are designed to identify potential food safety 

problems before products arrive in the United States, to determine the compliance status of 

facilities with FDA’s requirements and food safety standards,” to assist FDA in determining 

whether to admit food products offered for importation, “and to help ensure that food products 

under FDA’s jurisdiction meet” the requirements of the FDC Act.121  These routine inspections 

provide FDA with another tool to ensure that foreign food facilities and their products meet U.S. 

requirements.122    

FDA selects foreign food facilities for inspection based on an overall risk profile.123  In determining 

a facility’s risk profile, FDA considers the following factors, among others: (1) the safety risk 

associated with the type of food;124 (2) the manufacturing process; and (3) the facility’s compliance 

history (i.e., refusal rates).125  FDA is also required “to identify high-risk facilities and allocate 

resources to inspect facilities according to the known safety risks.”126 

FDA currently employs a method to identify a domestic high risk food facility, but the agency has 

not established a method to identify high risk foreign facilities.  FDA is working on a risk 

                                                      
120 In fiscal year 2010, FDA inspected 357 foreign food facilities. See FDA, 2011 FDA ANN. REP. ON 

FOOD FACILITIES, FOOD IMP., AND FDA FOREIGN OFFICES (Apr. 2011), 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm250569.htm. In fiscal year 2011, FDA 

inspected 995 foreign food facilities. FDA, 2012 FDA ANN. REP. ON FOOD FACILITIES, FOOD IMP., AND 

FDA FOREIGN OFFICES (Aug. 2012), 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm315486.htm. In fiscal year 2012, FDA 

inspected 1,342 foreign food facilities. FDA, 2013 FDA ANN. REP. ON FOOD FACILITIES, FOOD IMP., AND 

FDA FOREIGN OFFICES (Nov. 2013), 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm376478.htm.  
121 FDA, Foreign Food Facility Inspection Program Questions & Answers, 

http://www.fda.gov/Food/ComplianceEnforcement/Inspections/ucm211823.htm [last updated Jun. 30, 

2014]. 
122 Id. 
123 Id. 
124 High risk food commodities include, but are not limited to: modified atmosphere packaged products; 

acidified and low acid canned foods; seafood; custard filled bakery products; dairy products including 

soft, semi-soft, soft ripened cheese and cheese products; unpasteurized juices; sprouts ready-to-eat; fresh 

fruits and vegetables and processed fruits and vegetables; spices; shell eggs; sandwiches; prepared salads; 

infant formula; and medical foods. 
125 21 U.S.C. § 350j (2014). 
126 Id. 



15 

 

categorization scheme similar to the method utilized to select domestic facilities, but has not 

established a date of when this will be completed.127 

G. Accreditation of Third-Party Auditors. 

The FDA issued a final rule establishing a voluntary program for the accreditation of third-party 

certification bodies (i.e., third-party auditors) to conduct food safety audits of foreign food 

facilities and issue food (human and animal) and facility certifications.128  The rule provides a way 

for eligible entities, such as foreign food suppliers, to obtain certification that their food or their 

facilities meet applicable safety requirements in the FDC Act and related regulations.  Under this 

voluntary program, FDA will recognize accreditation bodies, which will accredit third-party 

auditors to conduct food safety audits and issue certifications.129  Audit agents, who are employees 

or otherwise agents of an accredited third-party auditor, can conduct food safety audits on behalf 

of that third-party auditor.130   

Certification bodies and third-party auditors can be foreign governments/agencies or private third-

party entities or an individual.131  Under the final rule, food and facility certifications may be used 

(a) to establish eligibility to participate in VQIP or (b) to accompany food offered for import that 

FDA has made a risk-based determination that certification is necessary as a condition of 

admissibility to prevent potentially harmful food from reaching U.S. consumers.132 

To be recognized by FDA, an accreditation body must demonstrate that it has legal authority (either 

because it is a governmental authority or through contractual rights) to perform the responsibilities 

necessary to determine if a third-party certification body should be accredited to conduct food 

safety audits.133  It also must be competent and capable to perform its responsibilities (i.e., have 

sufficient financial and human resources) and have written plans regarding conflicts of interest, 

quality assurance procedures and recordkeeping requirements.134  An accreditation body that meets 

these requirements may be recognized by FDA for a term not to exceed five years.135 

Once an accreditation body is recognized by FDA it must assess whether third-party certification 

bodies should be accredited to conduct audits.136  An accreditation body must conduct reviews or 

audits of potential third-party certification bodies to ensure they meet the same requirements above 

regarding legal authority, competency and capacity, protections from conflicts, quality assurance 

                                                      
127 See FDA, FSMA Domestic Facility Risk Categorization (FY 2012), 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm295345.htm [last updated Jun. 22, 2015]. 
128 Accreditation of Third-Party Certification Bodies to Conduct Food Safety Audits and to Issue 

Certifications, 80 Fed. Reg. 74,570 (Nov. 27, 2015) (to be codified at 21 C.F.R. pts. 1, 2 and 16) 

[hereinafter Third-Party Certification Final Rule]. 
129 Id. 
130 Id. 
131 Id., at 22. 
132 Id., at 3. 
133 21 C.F.R. § 1.611 (2016). 
134 21 C.F.R. § 1.612 (2016). 
135 21 C.F.R. § 1.632 (2016). 
136 Any foreign government, agency of a foreign government, foreign cooperative or any other third party 

may apply for accreditation. 
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procedures and recordkeeping.137  They must also observe a representative sample of on-site audits 

conducted by the third-party certification body and require the third-party certification body to 

comply with certain notification and reporting requirements.138  An accreditation body may 

accredit a third-party certification body for a term not to exceed four years.139 

After accrediting a third-party certification body, an accreditation body must conduct 

“comprehensive” annual assessments of each third-party certification body that it has 

accredited.140  It must also periodically conduct on-site observations of a representative sample of 

regulatory audits by each third-party certification body that it has accredited and periodically visit 

the headquarters of each accredited third-party certification body.141  An accreditation body also 

will be required to submit certain reports and notifications to FDA.  For example, an accreditation 

body must submit copies of the comprehensive annual reports of each third-party certification 

body and copies of its own self-assessments (which it must complete annually) within forty-five 

days of completion.142  In other circumstances, FDA requires immediate notification – e.g., 

whenever a third-party certification body is accredited; when such an accreditation is suspended, 

withdrawn or reduced in scope; or when an accreditation body determines that a third-party 

certification body has failed to comply with its obligations in issuing certifications.143  

An accredited third-party certification body must confirm with an eligible entity the type of audit 

being requested.144  Third-party certification bodies will be accredited to conduct both “regulatory 

audits” (used to determine if food or a facility is eligible for certification) as well as “consultative” 

audits (not used for certification, only for internal purposes).145  For both types of audits, a third-

party certification body is required to conduct an unannounced audit within a scheduled 30-day 

period and must notify FDA immediately if during any audit it “discovers a condition that could 

cause or contribute to a serious risk to the public health.”146  Notably, the third-party certification 

body must make this report prior to notifying the audited entity of the condition.147  A third-party 

certification body also must permit FDA and its accreditation body to observe any audit.148 

                                                      
137 21 C.F.R. § 1.620(a) (2016). 
138 21 C.F.R. §§ 1.620(a)-(b) (2016). 
139 21 C.F.R. § 1.661 (2016). 
140 21 C.F.R. § 1.621(a) (2016). 
141 21 C.F.R. § 1.621(b) (2016). 
142 21 C.F.R. §§ 1.622 and 1.623 (2016). 
143 21 C.F.R. § 1.623 (2016). 
144 21 C.F.R. § 1.651(a) (2016). 
145 Consultative audits are performed to determine whether the facility, its processes and food are meeting 

FDA food safety requirements and also potentially industry standards and practices. FDA clarified that 

such audits are typically conducted in preparation for a “regulatory audit.” FDA, Fact Sheet: FSMA Final 

Rule on Accredited Third-Party Certification, 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361903.htm (last updated Feb. 25, 2016) 

[hereinafter 3rd Party Certification Fact Sheet]. 
146 21 C.F.R. § 1.651(b) (2016). 
147 21 C.F.R. § 1.651(b)(4) (2016). 
148 21 C.F.R. § 1.651(b)(6) (2016). 
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All food safety audits “must include records review prior to the onsite examination.”149  In 

addition, environmental monitoring and product sampling may be necessary for audits and, when 

they are required for regulatory audits, must be conducted by an approved laboratory.150  For both 

regulatory and consultative audits, the examination must consider compliance with food safety 

requirements of the FDC Act and FDA regulations at the time of the audit.151  For consultative 

audits, the examination must also consider “conformance with applicable industry standards and 

practices,” and a regulatory audit must consider whether the entity’s practices are likely to remain 

in compliance for the duration of any certification that is issued (which under the rule can be for a 

period of up to twelve months).152 

Although consultative audit reports must be retained and made available to FDA if requested, the 

rule does not require that such reports routinely be submitted.  By contrast, a third-party 

certification body must submit all regulatory audit reports to its accreditation body and to FDA 

“no later than forty-five days after completing such audit.”153  A third-party certification body must 

immediately notify FDA if it issues any certifications or if it withdraws or suspends any food or 

facility certification.154 

There are additional requirements under the final rule in regards to auditing and certification of 

foreign food facilities and food, including, among others: 

 Auditor competence and objectivity.  Third-party auditors must ensure that its audit agents 

are competent and objective.  For example, the auditor must observe a “representative 

sample” of audits conducted by each audit agent.155  In addition, each audit agent must 

complete annual food safety training under the auditor’s training plan.  FDA is not 

requiring all audit agents to have training equivalent to FDA investigator training 

standards.  Specific recommendations on qualifications, such as the years and type of work 

experience in food safety and auditing, will be set forth in FDA’s Model Accreditation 

Standards final guidance.156 

 Monitoring of certain foreign facilities.  Third-party auditors are required to conduct 

monitoring of entities they have issued a food or facility certification if the auditor has 

reason to believe an entity may no longer be in compliance with relevant FDA 

requirements.157  

                                                      
149 21 C.F.R. § 1.651(c)(2) (2016). 
150 Id. 
151 Id. 
152 21 C.F.R. § 1.651(c)(3) (2016). 
153 21 C.F.R. § 1.656(a) (2016). 
154 21 C.F.R. § 1.656(d) (2016). 
155 21 C.F.R. § 1.650(a) (2016). 
156 FDA issued its Model Accreditation Standards draft guidance in July 2015. See Draft Guidance for 

Industry and FDA Staff: Third-Party Auditor/Certification Body Accreditation for Food Safety Audits: 

Model Accreditation Standards (July 2015), available at 

http://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/U

CM455331.pdf.   
157 21 C.F.R. § 1.654 (2016). 
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FDA may conduct unannounced onsite audits of entities that have received food or facility 

certification from a third-party auditor.158  FDA may conduct these audits at any time, with or 

without the accredited third-party auditor present, and may be preceded by a request for a 30-day 

operating schedule.159 

Before implementing the rule, FDA has announced that it intends to finalize the Model 

Accreditation Standards for third-party certification and the final rule establishing the third-party 

accreditation user fee program.160  Once these are in place, accreditation bodies will be able to 

apply for recognition by FDA and begin to accredit third-party certification bodies.  Once 

accredited, third-party auditors could begin performing onsite audits of foreign entities. 

H. Sanitary Transportation. 

On April 5, 2016, FDA issued the sixth of the seven major FSMA rules titled Sanitary 

Transportation of Human and Animal Food (the “Transportation Rule”).161  The purpose of the 

Transportation Rule is to prevent transportation practices that may create food safety risks, such 

as inadequate temperature control and failure to protect food properly during transportation.162  

The rule covers domestic and foreign entities, although the scope of the rule is not the same for 

both.  Shippers,163 receivers, loaders and carriers who transport food in the U.S. by motor or rail 

vehicle are subject to requirements under the rule, even if the food does not enter interstate 

commerce.164  Exporters outside the U.S. are also subject to the rule if: (1) they ship food to the 

U.S. in an international freight container by oceangoing vessel or in an air freight container; (2) 

they arrange for the transfer of the intact container in the U.S. onto a motor or rail vehicle for 

transportation in U.S. commerce; and (3) the food will be consumed or distributed in the U.S.  

The scope of the Transportation Rule applies both to finished food, raw materials and ingredients 

subject to the jurisdiction of FDA.165  The final rule exempts the transportation of fully packaged 

foods,166 compressed food gases,167 live food animals,168 transport of human food byproducts for 

use as animal food without further processing, transport of food contact substances, and 

                                                      
158 21 C.F.R. § 1.633(b) (2016). 
159 Id. 
160 3rd Party Certification Fact Sheet, supra note 135. 
161 Press Release, FDA, FDA Releases Final Rule to Ensure Food Safety During Transport (Apr. 5, 2015), 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm494125.htm. 
162 FDA, Fact Sheet: FSMA Final Rule on Sanitary Transportation of Human and Animal Food, 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm383763.htm (last updated Apr. 8, 2016). 
163 The definition of “shipper” includes any person who “arranges” for transportation, including brokers, 

by a carrier or multiple carriers. 21 C.F.R. § 1.904 (2016). 
164 21 C.F.R. § 1.900(a) (2016). 
165 “Dual jurisdictional” establishments that prepare, pack, hold or otherwise handle both foods regulated 

by USDA and foods regulated by FDA will continue to be regulated pursuant to a memorandum of 

understanding between the agencies. See Memorandum of Understanding between The Food Safety and 

Inspection Service of the United States Department of Agriculture and the Food And Drug 

Administration United States Department of Health and Human Services, MOU #225-00-2000, available 

at: http://www.fsis.usda.gov/wps/portal/fsis/topics/regulations/directives/7000-series/MOU-FSIS-FDA. 
166 This exemption does not apply to food that requires temperature control. 
167 For example, carbon dioxide used for carbonating beverages. 
168 This exemption does not apply to molluscan shellfish (such as oysters, clams, mussels and scallops). 
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transportation activities performed by farms.169  The Transportation Rule also would exempt 

entities engaged in food transportation operations with less than $500,000 in annual sales.170  

Additionally, FDA would allow entities who would otherwise be subject to the rule to request 

waivers if they can show that the agency’s grant of this waiver would not result in the 

transportation of food under conditions that would be unsafe for human and animal health and 

would not be “contrary to the public interest.”171 

Similar to the rest of the FSMA framework, the final rule applies a risk-based approach to focus 

on the transportation of food that is at the greatest risk for contamination during transport.  Such 

risks include the transportation of food that is not completely enclosed by its container (e.g., fresh 

produce in vented boxes), foods that require refrigeration to ensure their safety (e.g., meat, poultry 

or seafood), and to prevent microbial spoilage (e.g., pasteurized juice).172  FDA states that the 

Transportation Rule “would allow the transportation industry to continue to use best practices 

concerning cleaning, inspection, maintenance, loading and unloading of, and operation of vehicles 

and transportation equipment,” such as bulk and non-bulk containers, bins, totes, pallets, pumps, 

fittings, hoses, gaskets, and loading and unloading systems.173  

The rule specifically establishes requirements for:  

 Vehicles and transportation equipment.  Requires that the design of vehicles and 

transportation equipment used in transportation operations, the materials used in their 

manufacture, and their workmanship be “suitable and adequately cleanable for their 

intended use” to allow the sanitary transport of food.174  This provision extends to the 

maintenance of these vehicles and transportation equipment to prevent food from becoming 

unsafe.175  Although FDA recognizes that vehicles and transportation equipment are 

generally manufactured to meet certain standards, the agency cited surface coatings on 

vehicles or transportation equipment that are flaking or chipping and wood containers used 

to hold raw meat or poultry as examples that would pose a risk of contamination.176   

 Transportation operations.  The Transportation Rule defines “transportation operations” as 

“all activities associated with food transportation that may affect the sanitary condition of 

food,” subject to the exemptions noted above.177  These activities include cleaning, 

inspection, maintenance, loading and unloading, and the operation of vehicles and 

transportation equipment.  The Transportation Rule requires that transportation operations 

be conducted “under such conditions and controls necessary to prevent the food from 

becoming unsafe.”178  FDA provides three examples of conditions and controls that may 

                                                      
169 The rule would do so by excluding the transportation of these articles from the definition of 

“transportation operations” subject to the rule. 21 C.F.R. § 1.904 (2016). 
170 21 C.F.R. § 1.900(a) (2016). 
171 21 C.F.R. § 1.914 (2016). 
172 See Sanitary Transportation of Human and Animal Food, 81 Fed. Reg. 20,092, at 2 (Apr. 6, 2015) (to 

be codified at 21 C.F.R. pts. 1 and 11) [hereinafter Sanitary Transportation Rule]. 
173 Id. 
174 21 C.F.R. § 1.906(a) (2016). 
175 21 C.F.R. § 1.906(b) (2016). 
176 See Sanitary Transportation Rule, supra note 163, at 38. 
177 21 C.F.R. § 1.904 (2016). 
178 21 C.F.R. § 1.908(a)(3) (2016). 



20 

 

be implemented: (1) taking “effective measures” to protect food from contamination by 

raw foods and non-food items in the same load, such as through segregation or isolation; 

(2) taking “effective measures,” such as hand washing to protect food transported in bulk 

vehicles or food that is not completely enclosed by a container from contamination and 

cross-contact; and (3) ensuring the proper temperature control for food that can support the 

growth of undesirable microorganisms under inappropriate temperature conditions.179  To 

meet this latter requirement, the shipper and carrier may agree to utilizing a temperature 

monitoring mechanism or other agreed upon means for foods that require temperature 

control for safety.180  However, upon shippers request, carriers are required to demonstrate 

they maintained requested temperature conditions.181  Responsibility for ensuring 

compliance with these transportation operations must be assigned to “competent 

supervisory personnel.”182 

 Information exchange.  The Transportation Rule sets out a number of specific provisions 

for shippers, loaders and carriers to exchange information to maintain the sanitary 

condition of food.  These provisions include, for example, requiring the shipper to specify 

to the loader or carrier “all necessary sanitary specifications for the carrier’s vehicle and 

transportation equipment…including any specific design specifications and cleaning 

procedures.”183  The carrier must supply a vehicle that meets any requirements necessary 

to ensure the safe transport of the food.184  Additionally, before loading food not completely 

enclosed by a container onto a vehicle provided by a carrier, the loader must visually 

inspect the vehicle for the absence of visible evidence of pest infestation, debris, previous 

cargo or dirt that could cause the food to become adulterated and must provide vehicle 

operators with access to hand washing facilities.185  A shipper of food that can support the 

rapid growth of undesirable microorganisms in the absence of temperature control must 

specify in writing to the carrier or loader, except a carrier who transports the food in a 

thermally insulated tank, the temperature conditions necessary during the transportation 

operation.186  Likewise, before loading such a food, the loader must verify that each freezer 

and mechanically refrigerated cold storage compartment or container has been pre-cooled 

in accordance with the instructions of the shipper.187  The carrier must also demonstrate its 

satisfaction of these requirements to the shipper and meet other obligations under the rule, 

such as providing information to the shipper that identifies the previous cargo transported 

in the carrier’s vehicle.188  If any person subject to the rule becomes aware of a condition 

that may render food unsafe, that person must take action to ensure that the food is not sold 

or distributed until a qualified individual has made a determination that the food is safe.189 

                                                      
179 Id. 
180 21 C.F.R. § 1.908(e)(2) (2016). 
181 Id. 
182 21 C.F.R. § 1.908(a)(2) (2016). 
183 21 C.F.R. § 1.908(b)(1) (2016). 
184 21 C.F.R. § 1.908(e)(1) (2016). 
185 21 C.F.R. § 1.908(c)(1) (2016). 
186 21 C.F.R. § 1.908(b)(2) (2016). 
187 21 C.F.R. § 1.908(c)(2) (2016). 
188 21 C.F.R. § 1.908(e)(4) (2016). 
189 21 C.F.R. § 1.908(a)(6) (2016). 
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 Training.  Requires carriers to provide training to employees about food safety issues that 

may occur during food transportation, basic transportation practices to address those 

potential risks and the carrier’s responsibilities under the rule.  Carriers must also establish 

and maintain records of these trainings.190  

 Records.  Shippers and carriers will need to retain records of, among other things, the 

information exchanged with each other and their written agreements.191  Written 

procedures, agreements and training records generally must be retained for up to one year, 

depending on the type of record.192 

 Compliance Dates.  Businesses are required to comply with the Transportation Rule within 

one year after publication (April 2017), except small businesses193 which must comply 

within two years after publication (April 2018).194  

IV. ENFORCEMENT TOOLS. 

Prior to the enactment of FSMA, FDA relied on traditional enforcement practices, such as: (a) 

partnerships with state and local agencies; (b) warning letters; (c) the provision of public and 

private third-party technical support and assistance in conducting audits or civil litigation; and (d) 

criminal prosecution in appropriate cases.  FSMA provides FDA with three additional 

administrative enforcement tools, including mandatory recall power, the authority to suspend a 

facility’s registration and administrative detention. 

A. Mandatory Recall. 

Before FSMA was enacted, FDA lacked the tools to prevent contaminated or misbranded food 

from entering into commerce.  It’s power to prevent such food from entering commerce was 

limited to requesting that a company issue a voluntary recall for an adulterated or misbranded food 

product or, if the company refused to voluntarily recall the food, it could obtain a court order to 

enjoin a company from introducing the food into the marketplace.195  Neither of these options 

provided quick and effective remedies and made it unlikely that FDA action would prevent adverse 

health consequences.  Under the FSMA, however, FDA no longer needs a court order to stop a 

company from introducing food into the stream of commerce.  Rather, if a company refuses FDA’s 

request to issue a voluntary recall,196 FDA now has the authority to issue its own recall if (1) there 

                                                      
190 21 C.F.R. § 1.910 (2016). 
191 21 C.F.R. § 1.912 (2016). Failure to maintain recordkeeping in accordance with the requirements of 

the rule can be a basis for deeming food “adulterated” under the FD&C Act. 21 C.F.R. § 1.902(a) (2016). 
192 Id. 
193 “Small businesses” are defined as businesses, other than motor carriers who are not also shippers 

and/or receivers, with less than 500 employees, and motor carriers with annual revenue of less than $27.5 

million. 21 C.F.R. § 1.904 (2016). 
194 Sanitary Transportation Rule, supra note 163, at 70. 
195 See 2015 FDA ANN. REP. TO CONG. ON THE USE OF MANDATORY RECALL AUTH. (2016). 
196 21 U.S.C. § 350l(b)(1) (2016). Such requests by FDA are termed a Notification of Opportunity to 

Initiate a Voluntary Recall (“Notification”), which provides the company with an opportunity to issue a 

recall before FDA enforcement action.  
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is a reasonable probability that the food is adulterated or misbranded and (2) the use of or exposure 

to the food will cause serious adverse health consequences or death to humans or animals.197   

After issuing the recall, FDA must provide the company with an opportunity for an informal 

hearing, which must be held within two days of the order issuing the mandatory recall.198  At the 

hearing the company has the opportunity to argue against the recall and to articulate reasons for 

its termination.199   

B. Administrative Suspension of Registration. 

The most powerful administrative tool in FSMA is FDA’s power to suspend the registration of a 

food facility.  FDA may suspend a facility’s registration if it determines that (1) a ‘‘food 

manufactured, processed, packed, received or held by a facility registered . . . has a reasonable 

probability of causing serious adverse health consequences or death to humans or animals’’, or (2) 

the facility ‘‘knew of or had reason to know of such reasonable probability,’’ but still ‘‘packed, 

received or held such food.’’200  A facility that is under suspension is prohibited from importing 

food into the U.S or introducing food into either intrastate or interstate commerce.201   

Like the mandatory recall, FDA must offer the suspended facility a post-order opportunity for an 

informal hearing.202  The hearing must occur within two business days of the suspension order.203  

If FDA determines that adequate grounds do not exist to continue the suspension, FDA will vacate 

the order suspending the facility’s registration.204  Prior to reinstating the registration for such 

facility, the agency can require the company to submit a corrective action plan before the order is 

vacated.205   

C. Administrative Detention. 

Prior to FSMA, in order for FDA to exercise its administrative detention powers to prevent a 

company from introducing suspect food into commerce, the agency needed ‘‘credible evidence or 

information’’ that the food presented a threat of serious adverse health consequences or death to 

                                                      
197 21 U.S.C. § 350l(a) (2016). In March 2013, FDA issued Notification to Kasel Associates Industries, 

Inc. (“Kasel”) for pet treats which tested positive for Salmonella. Initally FDA requested Kasel to 

voluntarily recall the products, however, they refused to do so. As a result, FDA issued a public health 

warning to consumers and a Notification to Kasel, which provide the company with an opportunity to 

conduct a voluntary recall of affected products within two days or face a mandatory recall. In response to 

the Notification, Kasel announced it was recalling all affected pet treats. FDA, Notification of 

Opportunity to Initiate a Voluntary Recall (Feb. 13, 2013), available at 

http://www.fda.gov/downloads/aboutfda/centersoffices/officeoffoods/cvm/cvmfoiaelectronicreadingroom

/ucm341491.pdf.  
198 21 U.S.C. § 350l(c) (2016). 
199 Id. 
200 21 U.S.C. § 350d (2016). 
201 21 U.S.C. §350d(b)(4) (2016). 
202 21 U.S.C. §350d(b)(2) (2016). 
203 Id. 
204 Id. 
205 21 U.S.C. §350d(b)(3)(A) (2016). 
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humans or animals.206  However, FSMA provides a more flexible standard providing FDA the 

power to impose administrative detention if it has ‘‘reason to believe’’ that an article of food is 

‘‘adulterated or misbranded.’’207  Notably, a deficient record of Hazard Analysis and Risk-Based 

Preventive Controls (‘‘HARPC’’) implementation and compliance could form the basis of such an 

FDA determination, even if none of the potential hazards HARPC seeks to address, namely an 

outbreak, have been realized.208 

FDA has indicated that it is ‘‘more likely to use administrative detention,’’ even in situations that 

are analogous to Class II recall situations209 —namely where a product may cause ‘‘temporary or 

medically reversible’’ adverse health consequences, or where the possibility of serious adverse 

health consequences is ‘‘remote.’’210  

V. IMPACT ON INDUSTRIES. 

A. Seafood. 

More than three-quarters of seafood consumed in the U.S. is imported211 and in 2015 FDA refused 

nearly 2,000 shipments of imported seafood.212  From 2005 to 2010, approximately forty-five 

                                                      
206 H.R. 2751, 111th Cong. § 307 (2010). 
207 Id. As with the exercise of its other administrative tools, FDA must offer the facility an opportunity for 

an informal hearing within three days of the order. The facility also has the opportunity to appeal the 

detention, even if it does not seek a hearing. For perishable food, the appeal must be filed within two days 

of receipt of the detention order; for nonperishable food, the facility must file a notice of intent to appeal 

within four days. 21 U.S.C. § 334 (2016). 
208 FDA used its administrative detention authority twice in 2011 shortly after passage of FSMA. First, it 

seized and detained food products from a storage and processing facility in Washington state on the basis 

of observed evidence of widespread rodent and insect infestation in the food warehouse and processing 

area. FDA News Release, U.S. Marshals seize foods stored at Washington State facility (Oct. 5, 2011), 

available at http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm275204.htm (last 

visited Apr. 15, 2016). In the second incident, FDA detained cold-smoked salmon produced at a food 

processing and storage facility in Maine when inspectors found Listeria on processing equipment. FDA 

News Release, Maine company holds cold smoked salmon product after FDA order (Jan. 24, 2012), 

available at http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm289087.htm (last 

visited Apr. 12, 2016).  
209 FDA utilizes recall ‘‘classes’’ as an advisory scale for removing a product from the market, based on 

the severity of the risk posed by the product. Class I recalls are for dangerous or defective products that 

pose a reasonable probability of serious adverse health consequences or death. Class II recalls are for 

products that may cause temporary or medically reversible adverse health consequences or pose a remote 

threat of serious adverse health consequences. Class III recalls are for products that are unlikely to cause 

adverse health consequences but violate FDA labeling or manufacturing regulations. FDA, Investigations 

Operations Manual, § 7.1.1.1– 7.1.1.2.3 (2014), available at http://www.fda.gov/downloads/ 

ICECI/Inspections/IOM/UCM123513.pdf. 
210 Criteria Used to Order Administrative Detention of Food for Human or Animal Consumption, 76 Fed. 

Reg. 25,540, at 3 (May 5, 2011) (to be codified at 21 C.F.R. pt. 1) (interim final rule). 
211 Nancy Shute, Fish and Spices Top List of Imported Foods That Make Us Sick, NAT’L. PUB. RADIO, 

Mar. 14, 2012. 
212 James Wright, What’s in Your Fish? FDA Reinforces Aquaculture Drug Policy, THE GLOBAL 

AQUACULTURE ADVOC., Mar. 18, 2016, http://advocate.gaalliance.org/whats-in-your-fish-fda-reinforces-

aquaculture-drug-policy. 
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percent of the outbreaks caused by imported food from involved seafood, according to the data 

released from the CDC.213  Salmonella is the number one pathogen cited for import refusals and 

Listeria falling inside the top ten list.214   

Filth, the most common reason cited for rejection, is listed on almost half of the seafood import 

refusals.215  Contaminants (microbial or chemical) and failure to comply with manufacturing 

requirements under the LACF rule216 or the Seafood HACCP rule217 are other common safety-

related reasons for refusals.218  Unapproved drug and antibiotic residues are also a significant 

concern with imported seafood,219 accounting for more than one-quarter of all seafood refusals in 

2015.220  Some of the drugs are particularly serious, such as chloramphenicol, a broad spectrum 

antibiotic banned by FDA for use in seafood and food-producing animals. 

Asia, the leader in refused-entry orders, accounts for sixty percent of the seafood shipped to the 

U.S.221  The five countries most frequently identified with refused seafood are Vietnam, Indonesia, 

China, the Philippines and Thailand.222  While a range of violations are cited for each country, filth 

and pathogenic contamination account for a large percentage of refusals.223 Among the five 

countries, China not only exports the most seafood to the U.S., but it has the greatest incidence of 

refusals for unsafe drug residues.224 

Under the FSVP rule, seafood is exempt from the requirements if the imported product is in 

compliance with the seafood HACCP regulations.  While there are many parallels between FSVP 

and seafood HACCP, some critics of the final rule have argued that the FSVP sets forth a more 

comprehensive approach to verification than the existing seafood HACCP regulations.225  For 

example, under the HACCP regulations seafood importers are required to develop and follow 

written importer verification procedures to ensure that the product being imported is processed in 

accordance to the regulations.226  Under the FSVP rule, the verification program must be developed 

                                                      
213 Shute, supra note 201. 
214 The Pew Charitable Trusts and Center for Science in the Public Interest, Focus On: Food Import 

Safety Food Safety Modernization Act, at 4, available at 

https://www.cspinet.org/foodsafety/PDFs/FoodImportBrief.pdf. 
215 Id.  
216 21 C.F.R. § 108.35 (2010). 
217 21 C.F.R. § 123 (2010). 
218 Pew, supra note 204, at 4. 
219 FDA, COMPLIANCE POLICY GUIDE SEC. 654.300 CHLORAMPHENICOL AS AN UNAPPROVED NEW 

ANIMAL DRUG— DIRECT REFERENCE SEIZURE AUTH., available at 

http://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/ucm074681.htm. 
220 James Wright, What’s in Your Fish? FDA Reinforces Aquaculture Drug Policy, GLOBAL 

AQUACULTURE ADVOC., Mar. 18, 2016, http://advocate.gaalliance.org/whats-in-your-fish-fda-reinforces-

aquaculture-drug-policy/. 
221 Pew, supra note 204, at 4. 
222 Id. 
223 Id. 
224 Id. 
225 FSVP Final Rule, supra note 18, at 26. 
226 21 C.F.R. § 123 (2016). 
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by a trained individual; however, there is no training requirement under the seafood HACCP 

regulations. 

There are additional elements of the FSVP is not part of the seafood HACCP regulations.  One is 

reviewing the compliance status of foreign suppliers, which is not a requirement under the seafood 

HACCP regulations.  Under the FSVP the importer is required to maintain a list of foreign 

suppliers for which they import food, but again this is not required under the seafood HACCP 

regulations.  Importers must also conduct a hazard analysis for all foods that they import, 

identifying hazards likely to occur.  Under the seafood HACCP regulations, the importer is not 

required to perform a hazard analysis, but is required to develop specifications for all seafood they 

import.  The specifications must be designed to ensure the product is not adulterated.227 

While some verification activities are similar in both the FSVP and the seafood HACCP 

regulations, there are a few exceptions.  Under the FSVP, importers must perform onsite auditing 

of the foreign supplier, periodic or lot-by-lot sampling and testing, and a periodic review of foreign 

food safety records.228  These requirements are very similar to the verification steps under the 

seafood HACCP regulations, which include regularly inspecting the foreign supplier, periodically 

testing the product, and obtaining a written guarantee from the supplier that they are following the 

regulations or obtaining copies of the HACCP and sanitation monitoring records.229  In the event 

a problem arises in regards to the imported seafood, FSVP requires the importer to take corrective 

actions, but this is not a requirement under the seafood HACCP regulations. 

The Transportation Rule will also significantly impact the seafood industry as the primary 

responsibility for determining appropriate transportation operations now rests with the shipper; 

however, the shipper may rely on contractual agreements to assign some of these responsibilities 

to other parties.230  The final rule permits, among other things, receivers of seafood to request that 

carriers provide the operating temperature specified by the shipper and demonstrate that it has 

maintained temperature conditions during transportation consistent with that operating 

temperature.231  Carriers should develop written procedures to ensure that food is transported under 

adequate temperature control.232  Importers should begin, if they have not already begun, accessing 

their supply chain to determine how the Transportation Rule will impact their business.   

B. Spices. 

According to researchers in an FDA study, more than eighty percent of the spices consumed in the 

U.S. are imported and spices account for over fifteen percent of the imported food in the U.S.233  

                                                      
227 Id. 
228 21 C.F.R. § 1.505 (2016). 
229 Under the seafood HACCP regulation, the importer can maintain a copy of the HACCP plan along 

with the guarantee to prove compliance. 
230 21 C.F.R. § 1.908(b)(3) (2016). 
231 21 C.F.R. § 1.908(e)(2) (2016). Under the seafood HACCP regulation, receivers are already required 

to ensure that transportation was performed under appropriate temperature control, where such control is 

necessary for the safety of the food. Therefore, this rule will provide receivers another tool to ensure 

compliance. 
232 21 C.F.R. § 1.908(e)(6) (2016). 
233 Shute, supra note 201. According to the USDA, spice imports in 2010 aggregated 1.2 billion pounds.  
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Salmonella is a frequent concern with imported spices due to the traditional growing practices 

under which foreign producers process their crops.  FDA has found that Salmonella was prevalent 

in nearly seven percent of imported spices – a rate twice as high as all other imported food 

regulated by FDA.234   

Several recent outbreaks of Salmonella in the U.S. have been attributed to imported spices, 

including white pepper,235 black and red pepper,236 and broccoli powder.237  Spices have also been 

the source of several Salmonella outbreaks when then were used in non-spice capacities.238  In 

2010, India, Indonesia and China accounted for nearly forty-two percent of all U.S. spice 

imports.239  Salmonella was discovered in imported spice shipments between 2007-2009 at a rate 

of almost 9% for India, 2% for Indonesia and 4% for China.240  

While FDA has taken several steps to improve the safety of spices,241 spice importers are still faced 

with a difficult task.  Imported spices originate mostly from developing countries and sourced from 

small producers with little or no brand image and little investment to lose.  Safety standards are 

                                                      
234 According to a 2013 FDA study, 37 out of the 79 countries spice shipments FDA examined bound for 

the U.S. contained Salmonella-contaminated shipments. FDA, DRAFT RISK PROFILE ON PATHOGENS AND 

FILTH IN SPICES (2013), available at 

http://www.fda.gov/downloads/Food/FoodScienceResearch/RiskSafetyAssessment/UCM367337.pdf 

[hereinafter FDA Risk Safety Assessment]. The same study noted that twelve percent of spice imports 

were adulterated with filth (e.g., insects, animal hair). Id. It is important to note that many imported spices 

are treated after import, so the numbers in the study do not reflect the retail product sold to U.S. 

consumers. 
235 Eighty-seven cases of Salmonella were confirmed in five states between December 2008 and April 

2009. The source of the Salmonella was attributed to white pepper imported from Vietnam and traced to a 

California spice processing and packing facility. FDA Risk Safety Assessment, supra note 224, at 17. 
236 Two hundred seventy-two cases of Salmonella were confirmed in forty-four states and the District of 

Columbia between July 2009 and April 2010. The source of the Salmonella was attributed to ready-to-eat 

salami products (including pepper-coated salami) manufactured by a single company in Rhode Island. 

The source of the black pepper was Vietnam, while the red pepper was imported from India and China. 

Id., at 17. 
237 Sixty-nine cases of Salmonella were confirmed in twenty-three states between January and December 

2007. Investigators traced the Salmonella to broccoli powder which was one of the ingredients in the 

seasoning mix manufactured at two U.S. snack food manufacturing facilities and imported from China. 

Id., at 16. 
238 Salmonella outbreaks have associated with tahini and helva (sesame seeds) and various bacterial 

outbreaks have been associated with sprouts (fennel and mustard seeds). Id., at 20. 
239 Id., at 87. 
240 Id., at 42. 
241 FDA has taken the following steps, among others, to improve spice safety: (a) increase in inspections 

of spice manufacturing facilities in recent years; (b) working closely with its partners in other countries to 

share information on ways to improve spice safety; (c) stationing of permanent staff in China, India, 

Europe, Latin America, Middle East and North Africa, and Sub-Saharan Africa, with two offices in India, 

which is the leading country of origin for U.S. spices; (d) work with several partners to develop a training 

center focused on supply chain management for spices and botanical ingredients, with a goal of 

establishing in-country training experts; and (e) scientists participating in the newly formed Codex 

Committee on Spices and Culinary Herbs. See FDA, Questions & Answers on Improving the Safety of 

Spices, http://www.fda.gov/Food/FoodScienceResearch/RiskSafetyAssessment/ucm487954.htm [last 

updated: Feb. 26, 2016]. 
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not only difficult to understand, but are expensive to implement.  As a result, FDA plans to use its 

leverage under FSMA to reduce the risks in spices, which may include requiring a certificate of 

compliance for imported spices.  While FDA is not requiring such certificates at this time, 

importers should be aware and prepared for this possibility in the near future.   

Importers should also start, if they haven’t already, preparing to comply with the final FSVP rule.  

This can be accomplished by taking a proactive strategy in regards to raw materials and 

ingredients, especially if imports originate from the more challenging nations (i.e., India, Indonesia 

and China).  The most effective and efficient method to ensure the absence of economic 

adulteration and contaminants is through controlling the supply chain back to the source.  

Importers should consider working with vendors that understand and adhere to GAP’s and GMP’s 

and manage their operations with rigorous quality programs in compliance with the regulatory 

requirements.   

Transportation, storage and processing provide additional opportunities for contamination.242  

Therefore, it is important for importers to review their transportation contracts to determine their 

obligations under the Transportation Rule.  While obligations under the rule may be assigned to 

another party (e.g., shipper assigns responsibility to monitor temperature during transit to carrier 

via contract), the ultimate responsibility for compliance falls on the party covered by the rule.  

Thus, spice importers should become familiar with the requirements under the Transportation 

Rule.   

In order to combat against intentional adulteration,243 FDA published a final rule in May 2016 to 

address this food safety concern.244  Under the proposed rule, importers are required to conduct an 

assessment of vulnerable processes in their operations susceptible to acts that could cause large-

scale public harm, which activities include secondary ingredient handling (i.e., spices added to 

food) and mixing and similar activities.  The assessment would be incorporated into a written food 

defense plan, which, among other items, includes procedures for monitoring the plan, corrective 

action procedures and verification procedures.  Importers required to comply with the proposed 

rule should start preparing food defense plans to effectively identify adulterated imports. 

Some spices can be expensive and are therefore ripe for economically motivated adulteration 

(“EMA”).245  Spice traders have been known to mix cheaper, alternative ingredients into spices in 

order to increase their bottom line.  For example, in 2013, turmeric imported from India was 

                                                      
242 Fully packaged spices are exempt from the Transportation Rule. 
243 “Intentional adulteration” can include potential acts of terrorism, acts of disgruntled employees aimed 

at harming a business’s reputation, or acts for an economic gain. Although some EMA incidents that 

result in widespread illnesses, recalls or brand damage may involve adulterants that were not considered 

“reasonably likely to occur” at the time in order to require a preventative control.  
244 Mitigation Strategies to Protect Food Against Intentional Adulteration, 81 Fed. Reg. 34,166 (May 27, 

2016) (to be codified at 21 C.F.R. pts. 11 and 121) [hereinafter Food Defense Rule]. The final rule 

exempts, among others, businesses with less than $10 million in total annual sales. 
245 Initially, EMA hazards were included in the proposed intentional adulteration rule; however, the final 

rule excludes EMA hazards because adulterants that are intentionally added for economic gain “could be 

viewed as reasonably likely to occur,” and, therefore, should be part of a hazard analysis and control plan. 

Id., at 19.   
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subject to recall in more than forty states due to lead contamination.246  Thus, spice importers must 

make sure to address EMA in their hazard analysis under the FSVP.     

C. Dietary Ingredients Manufacturers. 

In 2007, Congress gave FDA authority to prescribe good manufacturing practices for dietary 

supplements.247  While some commentators argued in favor of including dietary ingredients in the 

proposed rule for cGMPs, FDA instead excluded “[t]hose who manufacture, package, label, or 

hold dietary ingredients” from the final rule.248  Instead, general food cGMPs would continue to 

cover dietary ingredients.  According to FDA’s statement at the time, “if you manufacture, 

package, label, or hold dietary ingredients that will be further processed as a dietary supplement 

by another person, you must comply with the food cGMP requirements.”249  

The gap between how FDA treats dietary supplements and dietary ingredients, however, has been 

narrowed, or perhaps eliminated, by FSMA.  Under FSMA, any facility that manufactures, 

processes or packs a dietary supplement is exempt from HARPC requirements.250  Unlike the 

cGMP rule for dietary supplements which exempted dietary ingredients, FDA has declined to 

exempt dietary ingredients from the application of HARPC and FSVP.  Therefore, dietary 

ingredient importers and manufacturers need to prepare to do two things.  

First, manufacturers should start the process of performing a “hazard analysis” in preparation for 

developing, implementing and monitoring risk based preventive controls.  Second, manufacturers 

and importers should be looking ahead to the effective dates of their supply chain preventative 

controls, especially as these will interact with the FSVP requirements. 

                                                      
246 Turmeric Recalled Due to Excessive Levels of Lead, FOOD SAFETY NEWS, Oct. 4, 2013, 

http://www.foodsafetynews.com/2013/10/tumeric-recalled-due-to-excessive-levels-of-

lead/#.VwLFf6QrKmE. A study found that ninety-nine percent of turmeric it tested from India contained 

lead. Gretchen Voss, What is Food Fraud?, WOMEN’S HEALTH, Oct. 15, 2012, 

http://www.womenshealthmag.com/food/food-safety. Spice traders have been found to mix in lead-

containing coal tar dyes or lead chromate to achieve the yellow color associated with turmeric. Id. Other 

examples of adulterated spices include: paprika, chili powders and curries (Sudan red dyes added which 

are known carcinogens and banned from use in food); saffron (found with added glycine, sandalwood 

dust and borax); and ground black pepper (found with added starch, papaya seeds, buckwheat, flour and 

twigs). 
247 FDA, Backgrounder: Final Rule for Current Good Manufacturing Practices (CGMPs) for Dietary 

Supplements (Jun. 22, 2007), http://www.fda.gov/Food/GuidanceRegulation/CGMP/ucm110863.htm (last 

updated Jun. 16, 2015). 
248 Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations 

for Dietary Supplements, 72 Fed. Reg. 34752, at 42 (Jun. 25, 2007) (to be codified at 21 C.F.R. § 111).  

According to Dan Fabricant, CEO and executive director of the Natural Products Association, excluding 

ingredient suppliers from the final rule was an economic decision in order to prevent an increase to the 

cost of raw materials. Jennifer Grebow, Should FDA’s Dietary Supplement GMPs Include Ingredient 

Suppliers?, NUTRITIONAL OUTLOOK MAGAZINE (Jun. 6, 2015), available at 

http://www.nutritionaloutlook.com/regulatory/should-fda%E2%80%99s-dietary-supplement-gmps-

include-ingredient-suppliers. 
249 See 21 C.F.R. § 110 (2016). 
250 21 C.F.R. § 117.5(e) (2016). 
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1. Hazard Analysis and Preventative Controls.  Under the HARPC rule, 

dietary ingredient manufacturers are required to conduct hazard analyses for their operations.251  

The hazard analysis should seek to identify hazards (biological, chemical or physical) which may 

occur in a dietary ingredient at every step in the manufacturing process, including receiving the 

raw materials, processing and/or manufacturing, and packaging and storing.252  The identified 

hazards must be evaluated, taking into consideration both (a) the potential health severity and (b) 

the likelihood that the hazard will occur if no preventive control is instituted.253  An infrequent, 

but highly severe hazard, will require some preventive control(s); a frequent, but minor hazard, 

may not. 

Preventive controls, commensurate with the hazards identified, must be designed, documented and 

evaluated.  These may involve controls at critical points, processing controls and/or sanitation and 

hygiene controls.254  Included as part of a company’s preventative controls are the supply chain 

program255 and a recall plan.256  Dietary ingredient manufacturers are not required to implement 

preventive controls for every hazard, even those which are severe.  The rule permits, under specific 

conditions, a company to rely on its customers to implement appropriate controls.257  

2. Foreign Supplier Verification.  The supply chain program under the 

finalized HARPC rule has been reconciled with the FSVP rule so that, if an ingredient 

manufacturer is importing raw materials and complies with the FSVP requirements, it does not 

need to conduct additional verification activities for that foreign supplier.258   

This leaves dietary ingredient manufacturers under the following basic obligations regardless of 

whether its suppliers are foreign or domestic: using approved suppliers; determining how to 

“verify” suppliers (e.g., audits, testing, reviewing records); ensuring that supply chain dependent 

preventive controls are actually being implemented and are effective; and adequately documenting 

all of the above.259 

VI. CONCLUSION 

Over fifteen percent of the U.S. food supply comes from imports and over the past decade food 

imports have grown at an average rate of ten percent annually.260  Imports represent approximately 

eighty percent of seafood, sixty percent of fresh fruits and twenty percent of fresh vegetables.261  

                                                      
251 21 C.F.R. § 117.130 (2016). 
252 21 C.F.R. § 117.130(c)(2) (2016). 
253 21 C.F.R. § 117.130(c)(1) (2016). 
254 21 C.F.R. § 117.135 (2016). 
255 Pursuant to the supply chain program, the receiving facility is required to establish and implement a 

risk-based program for raw materials and other ingredients it has identified as a hazard requiring a 

control. 21 C.F.R. § 117.405(a)(1) (2016). 
256 21 C.F.R. § 117.139 (2016). 
257 21 C.F.R. § 117.136 (2016). 
258 21 C.F.R. § 117.405(a)(2) (2016). 
259 21 C.F.R. § 117.410 (2016). 
260 FDA, Pathway to Global Product Safety and Quality 2, Jul. 7, 2011. 
261 Id. at 12. 
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One-third of fruits and nuts come from overseas, as do numerous ingredients that are components 

of U.S. products.262  As food travels through the supply chain, from local farms to processors to 

importers and distributors and so on, the opportunity for contamination increases.   

Imported food can be risky and FSMA attempts to minimize these potential risks.  As discussed in 

more detail above, FSMA grants FDA more control over food imports.  The new law requires 

importers to certify the safety of their foods before entering the U.S. food supply, based on risk 

criteria that the imported food is in compliance with food safety requirements, and authorizes FDA 

to refuse admission to imported food if the foreign facility or country refuses to allow an FDA 

inspection.  In addition, the law requires importers to perform supplier verification activities to 

ensure imported food is safe and provides an incentive for importers to take additional food safety 

measures under a voluntary program through which imports may receive expedited review of their 

shipments if the importer has taken certain measures to assure the safety of the food. 

With compliance deadlines quickly approaching, importers and manufacturers should start 

reviewing and analyzing the rules promulgated under FSMA and begin preparing for their 

implementation.  FSMA is the most comprehensive food safety law passed in almost a century and 

it will forever change the way importers do business.  It is clear that the law will increase the 

regulatory burden, and associated compliance costs, on the food industry.  However, the new rules 

will provide food safety for many years to come and hopefully reduce the number of foodborne 

illnesses attributed to the food supply chain.  For importers and manufacturers, it is essential to 

work with an attorney experienced in food safety when planning for FSMA to ensure you are 

properly prepared to meet the compliance deadlines under the new rules.   

A. RECOMMENDATIONS TO PREPARE FOR FSMA 

Leading retailers and manufacturers, worried about FSMA compliance issues, have begun 

requiring their suppliers to provide additional documentation about their products.  Attorneys have 

experienced a recent increase in requests from food importers for advice regarding contracts with 

customers that insist on including additional food safety protections, such as guarantees and broad 

indemnification provisions.  This is especially the case for produce suppliers due to several recent 

food safety incidents, but other food categories are also experiencing this increase. 

Importers should, if they have not already, start preparing for FSMA compliance.  If an importer’s 

counsel is not experienced with food safety it is advisable to identify and retain experienced 

counsel as soon as possible.  The closer we move toward the FSMA compliance deadlines, the 

more difficult it will be to locate experienced attorneys with availability remaining.   

Attorney’s preparing for FSMA should have already drafted for their client’s recall plan 

documents, a supplier questionnaire and a required guarantee document package.  The supplier 

questionnaire will assist clients to gather the technical information that will be required in the 

preventative controls plan.  This applies to domestic suppliers as well, but because it is much more 

difficult to obtain information from overseas suppliers, companies not already collecting such 

information may be making a serious mistake. 

                                                      
262 Andrew Zajac, Congress Poised to Pass Ambitious Food-Safety Bill, LOS ANGELES TIMES, Dec. 21, 

2011, http://articles.latimes.com/2010/dec/21/business/la-fi-food-safety-20101221. 
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Also, in order to comply with the final rule on preventative controls, importers and manufacturers 

should contact their foreign suppliers to obtain the required documentation and specifications 

related to their imported food.  This documentation should not only include information about the 

basic food products themselves, but also all minor food ingredients, food additives, food allergens, 

processing aids and food contact materials (including all available Material Safety Data Sheet or 

Safety Data Sheet data).  The success in limiting the scope of a food product recall will depend 

upon having this information on file in the company’s domestic office in order to immediately 

provide it to FDA personnel. 

Potential FSMA liabilities must be a standard consideration in contracts with suppliers.  When 

drafting contracts attorneys must anticipate and prepare for disputes regarding the parties’ 

obligations, risks and liabilities before they occur.  However, as supply chains become more 

complex and global, this may not always be easy.  While there are numerous factors that a company 

should consider when assessing supply partners and the contracts that govern supply relationships, 

these considerations depend on the company’s particular business needs, operations and 

circumstances unique to the relationship.  But among other significant considerations, it is 

important that any supply agreement account for each party’s responsibility to comply with the 

preventative controls FSMA imposes, provide access to facilities and records for auditing 

purposes, and insurance obligations.  Additionally, the agreement should address jurisdictional 

issues regarding governing law and venue in regard to disputes.263  Parties should envision the 

broadest type of harm that could occur as a result of their supply partners and contract against such 

risks by clearly identify stakeholders and partners in the supply chain. 

Attorneys should pay close attention to the guarantee and warranty provisions contained in 

contracts between their client and downstream customers.  Many such documents contain language 

that violates product liability coverage terms and conditions, which could be especially 

problematic in the event of a product recall.264  Since these agreements may contain food safety 

guaranties and warranties that commits a company to impossible promises, they should be 

reviewed by competent counsel prior to execution.   

Contracts should also include indemnification clauses to manage risks associated with FSMA 

violations.  Such indemnification provisions should define the party legally responsible for claims, 

who will bear the cost of conducting a recall, whether a party will cover costs associated with 

contamination due to negligent acts, and whether the parties’ liabilities will be limited in any way 

by the amount of available insurance coverage.265  Prior to entering into any agreement it is 

                                                      
263 Prior to entering into any contract it is important to determine whether the governing jurisdiction will 

enforce a venue selection provision. See, e.g., Omne Fin. v. Shacks, Inc., 596 N.W.2d 591, 595 (Mich. 

1999) (holding that contractual provisions establishing venue for potential causes of action that may arise 

after the contract is executed are unenforceable). 
264 See Vincent Keane, Insurance Coverage and the Food Safety Modernization Act, 2 ABA SEC. SCI. & 

TECH. L. NEWS. 2 (2014).  Prior to FSMA, contamination/recall insurance policies did not cover 

mandatory recalls where there is “a reasonable probability that an article of food…is adulterated…or 

misbranded,” policies only covered actual contamination proved by testing or other evidence. Id.  
265 In 2008, an E. coli outbreak traced to lettuce sickened consumers who ate at Taco John’s restaurants in 

Minnesota and Iowa. The lettuce distributor was subsequently sued, however, the distributor was 

successful in shifting liability to the processor/packager due to the comprehensive indemnification 
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essential to review the liability insurance policies of supply chain partners to determine whether 

coverage is sufficient to meet potential claims and require that you are named as additional insured 

on their policy. 

Lastly, attorneys must take into consideration recall events when drafting and negotiating contracts 

that will bind their clients.  When it comes to contracts with upstream suppliers, language should 

be included in all agreements that will notify the buyer when a recall event involving that 

supplier’s product initiates from another customer of the supplier.  Contracts should also define 

and provide alternative solutions to product recalls, including for example, market withdrawals 

and stock recoveries.  Insurance policies should also be carefully reviewed to determine what 

coverage is provided and the triggers for the policy to provide coverage.266 

B. AVAILABLE RESOURCES  

The FDA has initiated multiple initiatives to help businesses navigate the requirements under 

FSMA.  The FDA is partnering with USDA’s National Institute of Food and Agriculture 

(“NIFA”)267 to provide grants to fund a National Coordination Center (“NCC”) and four Regional 

Centers (“RCs”)268 to provide training opportunities for small food processors, among others.269  

Some RCs have already established partnerships with land grant universities in their respective 

regions to provide these trainings.270  FSMA training will encompass various members of the food 

industry, including domestic and foreign food producers and domestic importers. 

FDA is also conducting public meetings and a series of webinars on FSMA to educate the food 

industry on its implementation.271  FDA also maintains the Technical Assistance Network 

                                                      

agreement between the parties. See Order and Memorandum, available at 

http://www.greeneespel.com/files/pdf/VistarvHill(MLJ).pdf. 
266 The contamination/recall policy is a unique type of policy with three basic coverage categories: 

accidental contamination, malicious product tampering, and product extortion. Attention must be paid to 

the accidental contamination coverage since there is not an industry standard for triggers and definitions. 

Contamination/recall policies may include, but may require an endorsement, the following coverages: 

direct product damage; publicity; loss of gross profit; rehabilitation expenses (pays for brand 

rehabilitation); crisis response/consultant expenses (includes specialist attorneys and public relations or 

crisis response specialists); and customer loss gross profit. See Keane, supra note 258, at 7-8. 
267 FDA has awarded the International Food Protection Training Institute a grant of up to $600,000 over 

three years to establish the NCC, which will lead coordination of curriculum development and delivery to 

those food businesses required to comply with FSMA. 
268 In October 2015, the first two regional centers were announced: University of Florida (Southern) and 

Oregon State University (Western). In February 2016, the final two regional centers were announced: 

Iowa State University (North Central) and University of Vermont and State Agricultural College 

(Northeast). 
269 FDA, FDA Announces Competitive Grant Program with NIFA to Fund Food Safety Training, 

Education and Technical Assistance, Jan. 15, 2015, 

http://www.fda.gov/Food/NewsEvents/ConstituentUpdates/ucm430492.htm. 
270 To date, the Western RC has partnered with the following schools to provide training in its region: 

Colorado State University; New Mexico State University; University of California, Davis; University of 

Hawaii-Manoa; University of Idaho; and Washington State University.  
271 For example, on March 21, 2016, FDA held a public meeting entitled “FSMA Public Meeting: FDA 

Food Safety Modernization Act: Prevention-Oriented Import System Regulations and Implementation.”  
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(“TAN”) which provides technical assistance to industry, regulators, academia, consumers and 

others regarding FSMA implementation.272  The TAN addresses questions related to FSMA rules, 

FSMA programs and implementation strategies after the rules are final.273 

The International Food Protection Training Institute (“IFPTI”), along with several other 

organizations,274 are part of an ongoing effort to assist the FDA with development of the Integrated 

Food Safety System National Curriculum Framework that will be the foundation for training food 

safety inspectors and investigators to meet the requirements of FSMA.  It is anticipated that the 

curriculum will be complete by August 2016.275 

The Food Safety Preventive Controls Alliance, initiated in 2011 and coordinated by Illinois 

Institute of Technology’s Institute for Food Safety and Health, has developed a standardized 

training and education program and technical information network to help the domestic and foreign 

food industry comply with the requirements of the preventive controls rules for human and animal 

food, as well as the FSVP rule.276 

Several states and land grant universities provide FSMA resources, including educational 

workshops, public meetings and FSMA compliance training.277    

   

 

                                                      

A list of these meetings and webinars can be found on FDA’s website at: 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247568.htm. 
272 The TAN is available on FDA’s website at: 

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm. 
273 Id.   
274 On August 11-13, 2015, the following organizations participated in a meeting hosted by FDA’s Office 

of Regulatory Affairs: National Environmental Health Association, University of California at Davis, 

Auburn University, North Carolina State University and University of Tennessee. See 

http://www.wifss.ucdavis.edu/?p=10043. 
275 Id. 
276 Further information can be found of their website: http://www.iit.edu/ifsh/alliance/. 
277 Vermont Agency of Agriculture, Food & Markets provides a list of available resources at 

http://agriculture.vermont.gov/food_safety_consumer_protection/fsma; Iowa State University provides 

FSMA training programs which are listed on its website at http://www.extension.iastate.edu/content/food-

safety-programs;  


