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MEMORANDUM 
 

August 2, 2013 
 
 
BY ELECTRONIC MAIL 
 
FROM: Olsson Frank Weeda Terman Matz PC 
 
RE:  FDA Proposed Rule – Foreign Supplier Verification Programs for Food Importers 
 
 
 The Food and Drug Administration (FDA) has released a major proposed rule to 
implement the Food Safety Modernization Act (FSMA): Foreign Supplier Verification Programs 
for Food Importers.  78 Fed. Reg. 45730 (July 29, 2013).  The proposed rule would establish new 
requirements for food importers to verify the food safety practices of their foreign suppliers.  
Additional information about the proposed rule is available on FDA’s FSMA webpage.  
Comments on the proposed rule are due by November 26, 2013.1  
 
 This memorandum provides a detailed summary of the proposed rule.   
 
Executive Summary of Proposed Rule 
 

Under the proposed rule, all importers of food for humans and animals, unless exempt or 
subject to modified requirements, would be required to develop, maintain, and follow a Foreign 
Supplier Verification Program (FSVP).  

 
FDA describes the proposed rule as “a fundamental shift in its oversight of imported 

foods,”2 a crucial step in moving from a system that relies primarily on examination of imported 

                                                 
1 Comments may be submitted via the Federal eRulemaking Portal: http://www.regulations.gov.  Mail/Hand delivery/Courier (for 
paper or CD–ROM submissions) should be sent to Division of Dockets Management (HFA–305), Food and Drug Administration, 
5630 Fishers Lane, Rm. 1061, Rockville, MD 20852.  All submissions are required to include the Agency name and Docket No. 
FDA–2011–N–0143 and/or RIN 0910–AG64 for this rulemaking. 
2 FDA Consumer Update, Strengthening Oversight of Imported Foods, July 26, 2013. 

http://www.gpo.gov/fdsys/pkg/FR-2013-07-29/pdf/2013-17993.pdf
http://www.gpo.gov/fdsys/pkg/FR-2013-07-29/pdf/2013-17993.pdf
http://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
http://www.regulations.gov/


 
 
 
Memorandum 
August 2, 2013 
Page 2 
 
 
 
 
 

00346430-1 

 

foods at the port of entry to a system that places responsibility for food safety on the foreign 
supplier and importer.  While characterizing the proposed rule as a paradigm shift, FDA claims 
that the proposed rule represents a “flexible, risk-based approach to foreign supplier verification” 
that is “intended to be sufficiently general and flexible to apply to a variety of circumstances 
without being unduly burdensome or restrictive of trade.”3   

 
The FSVP regulations would be codified in a new Subpart L entitled “Foreign Supplier 

Verification Programs for Food Importers” in 21 C.F.R. Part 1. 
 
The key features of the proposed rule are: 
 
• “Importer” would be defined as the person in the United States who purchased the 

imported food.  If the food has not been sold to a person in the U.S. at the time of 
entry, the importer would be the U.S. consignee at time of entry.  If there is no owner 
or consignee in the U.S., it would be the U.S. agent or representative of the foreign 
owner or consignee.  Thus, contrary to some earlier statements by FDA officials, the 
“importer” for purposes of the proposed rule would not necessarily be the importer of 
record, which is often a customs broker.   

 
•  “Foreign supplier” would be defined as the farm that raised the animal or harvested 

the imported food or the last foreign establishment that manufactured/processed the 
imported food in more than a de minimis way.       

 
• For each imported food, unless an exemption or modified requirements apply, the 

importer would be required to develop, maintain, and follow an FSVP with certain 
standard elements.  Those elements are: 

 
o A “qualified individual,” as defined in the proposed rule, would be required to 

develop the FSVP and perform most verification activities; 
o The importer would be required to maintain a written list of its foreign 

suppliers; 
o Before importing a food, the importer would be required to review the 

compliance status of the food and the foreign supplier; 
o The importer would be required to conduct a hazard analysis to determine the 

hazards reasonably likely to occur in the imported food; 

                                                                                                                                                             
 
3 78 Fed. Reg. at 45730-31.   
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o The importer would be required to determine and document appropriate 
foreign supplier verification activities to provide adequate assurances that the 
hazards identified as reasonably likely to occur are adequately controlled.    

o The importer would be required to establish and follow written procedures for 
conducting foreign supplier verification activities; 

o The importer would be required to review all complaints, investigate instances 
of adulteration or misbranding, and take appropriate corrective actions, which 
could include discontinuing use of a foreign supplier; 

o The importer would be required to conduct a reassessment of the FSVP at 
least once every 3 years and upon becoming aware of new information about 
potential hazards associated with the imported food; 

o The importer would be required to identify itself by name and Dun & 
Bradstreet Data Universal Numbering System (DUNS) number when filing 
entry with Customs and Border Protection (Customs or CBP); and 

o The importer would be required to maintain all required records for at least 2 
years, make records available to FDA upon request, and send records to FDA 
electronically in response to a written request. 

 
• FDA is proposing two options for the verification activities that constitute the core of 

the FSVP requirements: 
 

o Under Option 1, for hazards that have a reasonable probability of causing 
serious adverse health consequences or death to humans or animals 
(SAHCODHA), the importer would be required to conduct (or obtain 
documentation of) an onsite audit of the foreign supplier before importing the 
food and at least annually thereafter.  For other foods, the importer would be 
able to choose from a menu of verification activities that includes onsite 
audits, periodic or lot-by-lot sampling and testing of the imported food, 
periodic review of the foreign supplier’s food safety records, and/or other 
appropriate practices.  

 
NB: By requiring annual onsite audits for high-risk foods, Option 1 would go 
beyond the foreign supplier verification requirements in FDA’s HACCP 
regulations for seafood and juice products, which are also considered to be 
high-risk products.  In the preamble to the proposed rule, FDA hints that it 
might raise the verification requirements for imported seafood and juice 
products (e.g., by requiring annual onsite audits).  
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o Under Option 2, the importer would be able to choose from the menu of 
verification activities for all foods, regardless of the hazard.     

 
• An importer would be required to verify only its foreign supplier.  According to FDA, 

“the importer would not be required to conduct verification with respect to any other 
entities either before or after the foreign supplier in the food’s production and 
distribution chain.”4   

 
• An importer would generally be required to verify its foreign suppliers only with 

respect to food safety hazards that have been identified in the importer’s hazard 
analysis as reasonably likely to occur in the imported food.  Foreign supplier 
verification would not be required to address all adulteration risks described in FD&C 
Act Section 402.  However, for certain foods, verification would focus on the foreign 
supplier’s compliance with relevant FDA regulations rather than control of hazards 
identified as reasonably likely to occur.  For example, for imports of fresh fruits and 
vegetables subject to FDA’s produce safety regulations (21 C.F.R. Part 112), 
verification would focus on the foreign supplier’s compliance with those regulations.       

 
• Where a hazard is controlled by the importer or the importer’s customer (e.g., 

imported peanuts intended to be roasted by the importer or its customer), FDA has 
tentatively concluded that foreign supplier verification is unnecessary, provided the 
importer documents, at least annually, that it is following procedures that adequately 
control the hazard or obtains written assurance from its customer, at least annually, 
that the customer is following procedures that adequately control the hazard.  

 
• Modified requirements would apply to imports of dietary supplements and dietary 

supplement components (including packaging that may contact a dietary supplement), 
foods imported by “very small importers,” foods imported from “very small foreign 
suppliers,” and foods imported from countries whose food safety systems have been 
officially recognized by FDA as comparable or equivalent to that of the United States. 

 
• Importation of the following types of food would be exempt from FSVP 

requirements: juice and seafood products in compliance with FDA juice and seafood 
HACCP regulations, alcoholic beverages, food imported for research or evaluation, 
food imported for personal consumption, and food transshipped through the U.S. or 
imported for export. 

 
                                                 
4 78 Fed. Reg. at 45751. 
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• An article of food offered for import would be subject to refusal if it even “appears” 
that the importer is not in compliance with the FSVP regulations.      

 
Statutory Authority 
 
   The proposed rule would implement Section 805 of the Federal Food, Drug, and 
Cosmetic Act (FD&C Act), as added by Section 301 of FSMA.  FDA also cites Section 701(a), 
which gives FDA the authority to promulgate regulations for the efficient enforcement of the 
FD&C Act, and Section 421(b), which requires FDA to allocate its inspection resources at ports 
of entry based on certain risk factors (including the rigor and effectiveness of the importer’s 
foreign supplier verification activities), as additional statutory authority for the proposed rule.   
 
Proposed Compliance Dates 
 

FDA is proposing the final rule would become effective 60 days after publication in the 
Federal Register.  However, FDA is proposing to give importers additional time to come into 
compliance.   

 
Generally, importers would be required to comply 18 months after publication of the final 

rule.  However, FDA recognizes the inter-relationship between the FSVP rule and the rules on 
preventive controls and produce safety.  An importer cannot be expected to verify its foreign 
supplier’s compliance with preventive controls or produce safety regulations before its foreign 
supplier is required to comply with the preventive controls or produce safety regulations.  
Therefore, FDA is proposing the following modifications to the 18-month compliance date for 
certain foods: 

 
• With respect to an imported food that is subject to a preventive controls rule 

(either the preventive controls for human food rule or the preventive controls for 
animal feed rule), the importer would be required to comply with the FSVP rule 6 
months after the date that the foreign supplier of that food is required to comply 
with the relevant preventive controls rule.5 

 
• With respect to an imported food that is a raw agricultural commodity (RAC) 

received from a farm: 
 

                                                 
5 FDA states that it intends to issue the final rules on preventive controls for human food and preventive controls for animal feed 
on the same date, and that these two final rules will share the same effective date and compliance date.  It should be noted that the 
proposed rule on preventive controls for human food contains delayed compliance dates for small and very small businesses.  
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o If the imported RAC is a fruit or vegetable subject to the produce safety 
rule, the importer would be required to comply with the FSVP rule 18 
months after the date of publication of the final FSVP rule or 6 months 
after the date its foreign supplier is required to comply with the produce 
safety rule, whichever is later.    

 
o If the imported RAC is not subject to the produce safety rule, the importer 

would be required to comply with the FSVP rule 18 months after the date 
of publication of the final FSVP rule or 6 months after the effective date of 
the produce safety final rule, whichever is later.  

 
FDA states that, concurrently with issuance of the final rule, the agency intends to issue a 

draft guidance document that will provide importers with recommendations on how to comply 
with various aspects of the final rule.  FDA anticipates that it will finalize this guidance 
document before importers are required to comply with the final rule. 
 
Key Definitions (Proposed 21 C.F.R. § 1.500) 
 
 The proposed rule includes the following definitions of key terms: 
 

• “Importer” would mean the person in the United States who has purchased an article 
of food that is being offered for import into the United States (i.e., the U.S. owner).  If 
the article of food has not been sold to a person in the United States at the time of 
U.S. entry, the importer would be the person in the United States to whom the article 
has been consigned at the time of entry.  If the article of food has neither been sold 
nor consigned to a person in the United States at the time of U.S. entry, the importer 
is the U.S. agent or representative of the foreign owner or consignee at the time of 
entry. 

 
o NB: The “importer” for purposes of the FSVP regulations is the person who 

caused the food to be imported.  It is not necessarily the same person as the 
importer of record, which is the firm or individual responsible for making 
entry and paying import duties (and may be an express consignment operator).  
Under the proposed rule, many companies that do not normally think of 
themselves as importers will be “importers” subject to the FSVP regulations. 

 
o NB: If there is no U.S. owner or consignee of an article of food, before the 

food is offered for import into the U.S., the foreign owner or consignee of the 
food must designate a U.S. agent or representative as the “importer” for 
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purposes of foreign supplier verification.  If this is not done, the food is 
subject to refusal of admission.  

 
• “Foreign supplier” would mean, with respect to an article of food offered for import, 

the foreign establishment that manufactured/processed the food, raised the animal, or 
harvested the food without further manufacturing/processing of more than a de 
minimis nature by another foreign establishment.  An example of de minimis 
manufacturing/processing would be the addition of labeling. 

  
o NB: The definition is not limited to registered food facilities.  A farm may 

also be a “foreign supplier,” unless the food in question is further 
manufactured/processed by another foreign establishment in more than a de 
minimis way.6      

 
o NB: For each article of imported food, there would be only one foreign 

supplier. FDA tentatively concludes that Congress “intended the importer to 
verify a single foreign supplier for a particular shipment of a food.”7    
Therefore, the definition would not include foreign establishments that pack 
or hold the food after the last foreign manufacturer/processor.       

 
• “Food” would mean food as defined in FD&C Act Section 201(f), except that it 

would not include pesticides as defined in 7 U.S.C. § 136(u).  Pesticides would be 
excluded, because they are comprehensively regulated by the Environmental 
Protection Agency.  FDA requests comments on this exclusion and on whether there 
should be additional exclusions from the definition of “food” for purposes of foreign 
supplier verification.  

 
• “Qualified Individual” would be defined as “a person who has the necessary 

education, training, and experience to perform the activities needed to meet the 
requirements” of the FSVP regulations.  Since the qualified individual would be 
required to develop the importer’s FSVP and conduct most foreign supplier 
verification activities (e.g., perform a hazard analysis), the qualified individual would 
be required to have the education, training, and experience commensurate with those 
tasks.  For example, if the importer’s foreign supplier is subject to FD&C Act Section 
418 and FDA regulations on preventive controls, the qualified individual would be 

                                                 
6 For farms and farm mixed-type facilities, “manufacturing/processing” does not include activities that are part of harvesting, 
packing, and holding.  
7 78 Fed. Reg. at 45742. 
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required to meet the definition of “qualified individual” in the preventive controls rule 
(i.e., to have successfully completed training at least equivalent to a standardized 
curriculum recognized by FDA or otherwise qualified by job experience to develop 
and implement a food safety system).  FDA requests comments on whether the 
definition of “qualified individual” should include additional requirements regarding 
education, training, and experience.  

 
A qualified individual may be an employee of the importer or an outside consultant.  
A qualified individual may be, but would not be required to be, an accredited third 
party auditor.8  A foreign government employee may be a qualified individual.     

 
To prevent conflicts of interest, the proposed rule would require that a qualified 
individual who conducts any of the required verification activities may not have a 
financial interest in the foreign supplier, and payment of a qualified individual may 
not be related to the results of its verification activities.  FDA requests comments on 
whether this prohibition is the appropriate approach to prevent conflicts of interest, on 
whether the final rule should specify what constitutes a financial interest, and, if so, 
how it should be defined.    

 
• “Audit” would be defined to mean “a systematic, independent, and documented 

examination (through observation, investigation, records review, and, as appropriate, 
sampling and laboratory analysis) to assess a foreign supplier’s food safety processes 
and procedures.” 

 
The proposed rule provides that onsite audits of foreign suppliers would one means 
whereby importers may verify their foreign suppliers.  The proposed rule includes 
general requirements for onsite audits of foreign suppliers.9  If relied on as a 
verification activity, onsite audits would be required to consider the FDA food safety 
regulations, if any, that apply to the food and the foreign supplier and include a 
review of the foreign supplier’s written food safety plan, if any, for the hazard being 
audited, as well as the supplier’s implementation of that plan.  For example, if the 
importer is importing roasted peanuts for which Salmonella is identified as a hazard 

                                                 
8 FDA has published a separate proposed rule on accreditation of third part auditors/certification bodies (see our accompanying 
memorandum).  According to FDA, even after the accreditation system for third party auditors/certification bodies is 
implemented, FDA believes it would be acceptable for importers to rely on audits of foreign suppliers that are conducted by 
qualified individuals who are not accredited auditors/certification bodies.  However, FDA requests comments on whether, at 
some future date and/or under particular circumstances, importers should no longer be permitted to rely on audits performed by 
third party auditors/certification bodies who are not accredited under the FDA system.  
9 See proposed §§ 1.506(g)(3) [Option 1], 1.506(g)(2) [Option 2], and 1.506(h). 
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reasonably likely to occur, the onsite audit of the foreign supplier would be required 
to include a review of the foreign supplier’s preventive controls plan, including 
whether the foreign supplier’s roasting process had been validated to control 
Salmonella, and whether the foreign supplier had implemented the roasting procedure 
in accordance with its preventive controls plan.  FDA requests comments on the 
proposed requirements for onsite audits and on whether any other requirements on the 
scope and content of onsite audits would be appropriate.   

 
Other definitions contained in the proposed rule are discussed in this memorandum as 

they become relevant.  
 
FSVP Requirements (Proposed 21 C.F.R. §§ 1.502 – 1.510) 
 

For each food imported, unless an exemption or modified requirements apply (see 
discussion below), the importer would be required to develop, maintain, and follow an FSVP that 
includes the elements listed below (referred to by FDA as the “standard FSVP requirements” in 
the preamble to the proposed rule).  Generally, the importer’s FSVP would be required to 
provide adequate assurances that the foreign supplier is producing food in a manner that provides 
the same level of public health protection as is required for domestic foods, i.e., the foreign 
supplier is in compliance with FD&C Act Section 418 (preventive controls) or 419 (produce 
safety), if either is applicable, and the imported food is not adulterated under FD&C Act Section 
402 or misbranded under Section 403(w) (allergen labeling).  The FSVP would be required to be 
developed by a “qualified individual.”      
 

1. Compliance Status Review (Proposed 21 C.F.R. § 1.504) 
 

Before importing a food from a foreign supplier, the importer would be required to 
review the compliance status of the food and the foreign supplier in order to determine whether it 
would be appropriate to import that food from that foreign supplier.  This review would be 
required to include a check of FDA Warning Letters, Import Alerts, and requirements for a 
certification under FD&C Act Section 801(q) to determine whether FDA has identified any food 
safety compliance problems with the food or the foreign supplier.10  In the preamble to the 
proposed rule, FDA states that other information an importer might wish to obtain and consider 
as part of its compliance status review could include Form FDA 483s, Establishment Inspection 
Reports, recall notices, and documents relating to injunctions or seizures.  The importer would be 
                                                 
10 FDA Warning Letters and Import Alerts are available online on FDA’s website.  Under FD&C Act Section 801(q), FDA may 
require, as a condition of granting admission to an article of food offered for import, that a certificate (or other assurance) of food 
safety compliance be provided by either (a) an agency or representative of the government of the country where the food 
originates, or (b) an accredited third party auditor.  

http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/default.htm
http://www.fda.gov/ForIndustry/ImportProgram/ImportAlerts/default.htm
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required to document the compliance status review.  The importer would also be required to 
monitor compliance status for as long as it imports food from that foreign supplier.   
 
 FDA requests comments on what compliance information an importer should be required 
to obtain and consider as part of the compliance status review, and whether this information 
should include information about a foreign supplier’s compliance standing with the food safety 
authority in the country where foreign supplier is located. 
  

2. Hazard Analysis (Proposed 21 C.F.R. § 1.505) 
 

 For each food imported, the importer would be required to identify the hazards 
(biological, chemical, physical, and radiological) that are reasonably likely to occur in that food 
and, for each such hazard, the severity of the illness or injury if the hazard were to occur.11  The 
hazard analysis would be required to include an evaluation of the following factors: 

 
• The ingredients of the food; 
• The condition, function, and design of the foreign supplier’s establishment and 

equipment; 
• Transportation practices; 
• Harvesting, raising, manufacturing, processing, and packing procedures; 
• Packaging and labeling activities; 
• Storage and distribution; 
• Intended or reasonably foreseeable use of the food; 
• Sanitation, including employee hygiene; and 
• Any other relevant factors (e.g., a natural disaster affecting the foreign 

supplier’s facility). 
 

FDA has tentatively concluded that the hazard analysis should not include intentional 
hazards.  FDA believes that hazards which are intentionally introduced into food raise different 
concerns, and FDA plans to address intentional hazards in a separate rulemaking on food 
defense.  However, FDA is requesting comments on whether one kind of intentional hazard, 
economically motivated adulteration, should be included in the hazard analysis and, if so, when 
it can be considered reasonably likely to occur.   

 

                                                 
11 The term “hazard reasonably likely to occur” would be defined as “a hazard for which a prudent importer would establish 
controls or verify that the supplier controls because experience, illness data, scientific reports, or other information provides a 
basis to conclude that there is a reasonable possibility that the hazard will occur in the type of food being imported in the absence 
of those controls.”  
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The proposed rule includes two exceptions from the hazard analysis requirement.   
 
a. If the foreign supplier has conducted its own hazard analysis of the food, the importer 

may simply review and evaluate the foreign supplier’s hazard analysis.  The review 
and evaluation of the foreign supplier’s hazard analysis would be required to be 
performed by a “qualified individual.”    

 
b. A hazard analysis would not be required for microbiological hazards in RACs that are 

fruits or vegetables.12  Importers of RACs that are fruits or vegetables would still be 
required to conduct a hazard analysis with respect to non-microbiological hazards.  
FDA anticipates that this hazard analysis would entail checking public information 
(e.g., FDA Warning Letters, untitled letters, Import Alerts, guidance documents) as 
well as requesting information from the foreign supplier.        

 
The hazard analysis would be used by the importer to determine the appropriate 

verification activities.   
 

3. Verification Activities (Proposed 21 C.F.R. § 1.506) 
 

The importer would be required to conduct foreign supplier verification activities to 
provide adequate assurances that the hazards identified as reasonably likely to occur in the 
hazard analysis will be adequately controlled.  According to FDA, these verification activities 
are the “core component” of the FSVP proposed rule.13    

 
Under the proposed rule, all verification activities would be required to be performed by 

a “qualified individual,” except for the following: maintaining a written list of foreign suppliers, 
identification of the importer when the food is offered for entry, and general recordkeeping and 
records access requirements.  Thus, for example, a qualified individual would be required to 
review the compliance status of the food and foreign supplier, conduct a hazard analysis, review 
complaints, conduct investigations, and take corrective actions. 

 
After conducting the required verification activities, the importer would be required to 

promptly review the results of its verification activities and, if the results show that the hazards 

                                                 
12 This is because FDA’s proposed rule on produce safety does not require produce farms to identify microbiological hazards 
associated with each fruit and vegetable they grow.  Instead, FDA identified reasonably foreseeable microbial hazards associated 
with fruits and vegetables and proposed requirements to prevent those hazards.  Similarly, FDA here is proposing that importers 
only need to verify that imported fresh fruits and vegetables were produced in compliance with FDA’s produce safety standards 
or equivalent standards.  
13 78 Fed. Reg. at 45751. 
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identified as reasonably likely to occur are not adequately controlled, take appropriate corrective 
action.   

 
The proposed rule would require the following verification activities: 

 
a. Maintain a written list of foreign suppliers 

 
The importer would be required to maintain a written list of its foreign suppliers of food.  

FDA requests comments on how foreign suppliers should be identified in this list to ensure the 
information is accurate and not ambiguous to either the importer or FDA (e.g., by name and 
address, by name and DUNS number, or some other means).  FDA also requests comments on 
whether the identity of the foreign supplier should be required to be provided when the food is 
offered for import and, if so, how the foreign supplier should be identified.  Comments should 
address how the identity of the foreign supplier could be used in conjunction with the prior 
notice of imported food and other relevant information FDA currently receives about foreign 
suppliers. 

 
b. Establish and follow written foreign supplier verification procedures 

 
The importer would be required to establish and follow written procedures for conducting 

foreign supplier verification activities.  The procedures would be required to include verification 
activities that provide adequate assurances that the hazards identified as reasonably likely to 
occur in the hazard analysis are adequately controlled.14   
 

i. Verification activities required for foods with no hazards 
reasonably likely to occur 

 
If the hazard analysis identifies no hazards that are reasonably likely to occur in an 

imported food, then the importer is only required to maintain a list of its foreign suppliers and is 
not required to perform any verification activities.15  However, the importer would be required to 
review its hazard analysis and reassess the no-hazards determination at least once every 3 years 
as part of its FSVP reassessment.  This provision regarding the absence of hazards reasonably 
likely to occur would not apply to RACs that are fruits or vegetables subject to FDA’s produce 
safety regulations, 21 C.F.R. Part 112.   
                                                 
14 The proposed rule would define the word “adequate” to mean “that which is needed to accomplish the intended purpose in 
keeping with good public health practice.” 
15 In the preamble to the proposed rule, FDA states that it is possible a hazard analysis might find no hazards reasonably likely to 
occur in the case of imported salt and food-grade chemicals such as citric acid.  FDA intends to provide other examples in its 
draft guidance document to be published concurrently with the final rule.  
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ii. Verification activities for hazards controlled by the importer 

 
For a hazard that the importer has identified as reasonably likely to occur and that is 

controlled by the importer, the importer would be required to document, at least annually, that it 
is following procedures that adequately control the hazard.  For example, if the importer has 
validated preventive controls that control the hazard (e.g., a roasting process that has been 
validated to control the hazard of Salmonella in imported peanuts), then there would be no need 
for the importer to conduct foreign supplier verification with respect to that hazard.  In the 
preamble to the proposed rule, FDA notes that it is unlikely this provision would apply to 
chemical hazards (e.g., pesticide residues, drug residues, mycotoxins) or radiological hazards.     
 
 FDA requests comments on this requirement that importers document their control of 
hazards, including the frequency with which importers should be required to document such 
control. 
 
 FDA notes that any food offered for import may be refused admission if it even appears 
to be adulterated or misbranded.  Therefore, if food being imported has a hazard that has not 
been controlled (because it is intended to be controlled after importation), such food is subject to 
refusal of admission.  FDA is requesting comments regarding importation of such foods and 
“what process should be required to help ensure that food that is subject to refusal of admission 
is not distributed without the hazard being adequately controlled.”16   
 

iii. Verification activities for hazards controlled by the importer’s 
customer 

 
For a hazard that the importer has identified as reasonably likely to occur and that is 

controlled by the importer’s customer, the importer would be required to obtain written 
assurance from its customer, at least annually, that it is following procedures (identified in the 
written assurance) that adequately control the hazard.  The written assurance would need to state 
briefly the procedures that the customer has in place to control the hazard and affirm that those 
procedures are in fact controlling the hazard. 

 
FDA requests comments on how frequently an importer should be required to obtain the 

written assurance from its customer (e.g., the sooner of every 3 years or whenever there is a 
change in the customer’s procedures for controlling the hazard). FDA is also requesting 
comments regarding importation of foods that are subject to refusal of admission (because they 

                                                 
16 78 Fed. Reg. at 45753. 
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contain hazards intended to be controlled after importation) and “what process should be 
required to help ensure that food that is subject to refusal of admission is not distributed without 
the hazard being adequately controlled.”17      
 

iv. Verification activities for hazards controlled by the foreign 
supplier 

 
For a hazard that the importer has identified as reasonably likely to occur and that is not 

controlled by the importer or its customer (i.e., the hazard is controlled by the foreign supplier or 
by its supplier), the proposed rule includes two options for required verification activities and 
requests comments on which option should be included in the final rule.18 

 
• Option 1 

 
o Hazards for which there is a reasonable probability of serious adverse 

health consequences or death to humans or animals (SAHCODHA)19 
 

For SAHCODHA hazards, the importer would be required to conduct and 
document (or obtain documentation of) an onsite audit of the foreign 
supplier before importing the food and at least annually thereafter (unless 
more frequent audits are necessary to provide adequate verification).  If 
onsite auditing alone cannot provide adequate assurances of hazard 
control, one or more additional verification activities would also be 
required.20  FDA requests comments on the proposed annual onsite audit 
frequency and on what criteria, if any, should be specified for determining 
whether more frequent audits are appropriate.21  

                                                 
17 Id. 
18 FDA requests that comments in support of either option provide the rationale and “examples of the use of particular supplier 
verification activities for particular types of hazards that support your preferred approach.”  78 Fed. Reg. at 45757.  
19 Generally, SAHCODHA hazards are hazards that would result in a Class I recall. 
20 In the preamble, FDA gives examples of situations where onsite auditing alone might not be sufficient (e.g., import of semi-
soft cheese from a country that frequently does not comply with FDA’s zero tolerance standard for Listeria monocytogenes, 
import of acidified peppers from a foreign supplier that has had compliance problems because of inadequate pH controls).  
However, FDA also states: “Generally, we believe that conducting onsite auditing would provide adequate assurance of 
SAHCODHA hazard control.”  78 Fed. Reg. at 45757.     
21 In the preamble, FDA states that “[i]t is not our intent to increase the number of audits of each foreign supplier; rather, we 
anticipate there will be a consolidation of audits.”  78 Fed. Reg. at 45755.  FDA believes that onsite audits of foreign suppliers by 
accredited third party auditors/certification bodies will become the norm in the future and that this “will reduce the costs of 
complying with the FSVP regulations for both importers and foreign suppliers by reducing the number of onsite audits that 
importers conduct themselves.”  78 Fed. Reg. at 45743-44. 
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Instead of an onsite audit, an importer may rely on the results of an 
inspection of the foreign supplier by FDA or by the food safety authority 
of a country whose food safety system has been officially recognized as 
comparable or equivalent (if the foreign supplier is located in and under 
the regulatory oversight of that country, and the food that is the subject of 
the audit is within the scope of the official recognition or equivalence 
determination), provided the inspection was conducted within 1 year of 
the date that the onsite audit would have been required to be conducted. 
 
FDA requests comments on whether it should allow an importer to rely on 
an audit conducted for other purposes contemplated by FSMA, such as an 
audit conducted to provide a certification required by FD&C Act Section 
801(q) and/or an audit conducted in order for a foreign supplier to qualify 
to participate in the Voluntary Qualified Importer Program (VQIP), and 
under what circumstances and conditions it would be appropriate to allow 
importers to rely on such audits. 

 
o Other hazards 

 
For all other hazards, the importer would be required to conduct one or 
more of the following verification activities before importing the food and 
periodically thereafter: 

 
• Periodic onsite audits; 
• Periodic or lot-by-lot sampling and testing of food;22 
• Periodic review of the foreign supplier’s food safety 

records; and/or 
• Other appropriate procedures.23 

 
                                                 
22 FDA explains in the preamble that sampling and testing could be performed by the importer or a contracted laboratory, or the 
importer could choose to obtain certificates of analysis (COA) from the foreign supplier.  Whichever approach is taken, FDA 
suggests that the importer verify that testing is performed using proper techniques: “we would expect that sampling and testing of 
food…. would be conducted in accordance with any applicable regulations or widely accepted industry standards, [but] because 
of the diversity of hazards and foods that could potentially be tested, we tentatively conclude that it is not appropriate to specify 
standards of testing in the regulation.”  78 Fed. Reg. at 45756.  FDA requests comments on whether it should specify testing 
standards and, if so, what those standards should be.  
23 FDA tentatively concludes that importers should be permitted to use any other procedure, provided the importer can document 
that the procedure can effectively verify that the foreign supplier is adequately controlling the hazard.  FDA requests comments 
on other procedures that may be appropriate.  
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The importer would be required to determine and document which of 
these verification activities are appropriate to adequately verify that the 
hazard is adequately controlled, and determine and document how 
frequently the verification activities selected must be conducted.  These 
determinations must consider the risk posed by the hazard, as well as the 
food and foreign supplier’s compliance status. 

 
• Option 2 

 
Under Option 2, regardless of the type of hazard, the importer would be required 
to conduct one or more of the following verification activities before importing 
the food and periodically thereafter: 

 
• Periodic onsite audits; 
• Periodic or lot-by-lot sampling and testing of food; 
• Periodic review of the foreign supplier’s food safety 

records; and/or 
• Other appropriate procedures. 

 
The importer would be required to determine and document which of these 
verification activities are appropriate to adequately verify that the hazard is 
adequately controlled, and determine and document how frequently the 
verification activities selected must be conducted.  These determinations must 
consider the risk posed by the hazard, the probability that exposure to the hazard 
will cause serious adverse health consequences or death to humans or animals, 
and the food and foreign supplier’s compliance status. 

 
Instead of an onsite audit, an importer may rely on the results of an inspection of 
the foreign supplier by FDA or by the food safety authority of a country whose 
food safety system has been officially recognized as comparable or equivalent (if 
the foreign supplier is located in and under the regulatory oversight of that 
country, and the food that is the subject of the audit is within the scope of the 
official recognition or equivalence determination), provided the inspection was 
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conducted within 1 year of the date that the onsite audit would have been required 
to be conducted.24 

 
v. Verification activities for microbiological hazards in fruit and 

vegetable RACs subject to 21 C.F.R. Part 112 
 

For microbiological hazards in fruit and vegetable RACs that are subject to FDA’s 
produce safety regulations (21 C.F.R. Part 112), the importer would be required to verify that the 
foreign supplier is producing fruits and vegetables in compliance with Part 112.25  As previously 
noted, the proposed rule would not require the importer’s hazard analysis to include 
microbiological hazards in RACs that are fruits and vegetables.  Therefore, it would not make 
sense to require importers of such products to conduct verification activities on a hazard-by-
hazard basis.   

 
The proposed rule includes two options for verification activities for microbiological 

hazards in fruit and vegetable RACs that are subject to Part 112, and requests comments on 
which option should be included in the final rule:  
 

• Option 1 
 

Under Option 1, the importer would be required to conduct and document (or 
obtain documentation of) an onsite audit that examines control of microbiological 
hazards associated with the fruit or vegetable and provides adequate assurances 
that the foreign supplier is producing the fruit or vegetable in accordance with 
processes and procedures that provide the same level of public health protection 
as FDA’s produce safety regulations.  The importer would be required to conduct 
an onsite audit before importing the food and at least annually thereafter. 
 
Instead of an onsite audit, an importer would be permitted to rely on the results of 
an inspection of the foreign supplier by FDA or by the food safety authority of a 
country whose food safety system has been officially recognized as comparable or 

                                                 
24 FDA requests comments on whether importers should be allowed to rely on an inspection by FDA or a foreign food safety 
authority, whether the use of an inspection should be limited to the specific products/activities covered by the inspection (or 
products/activities that concern the same hazard), whether the use of an inspection should be subject to any other limitation, 
whether the 1-year time limit is appropriate, and whether importers would choose to rely on such inspections if given that option.  
FDA also requests comments on whether there are other inter-governmental arrangements that might assist importers in meeting 
their foreign supplier verification requirements.    
25 For fruit and vegetable RACs that are not subject to Part 112 (e.g., fruit and vegetable RACs that are rarely consumed raw or 
that receive commercial processing that adequately controls microorganisms of public health significance) would be regarded as 
having no microbiological hazards that would require supplier verification. 
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equivalent (if the foreign supplier is located in and under the regulatory oversight 
of that country, and the food that is the subject of the audit is within the scope of 
the official recognition or equivalence determination), provided the inspection 
was conducted within 1 year of the date that the onsite audit would have been 
required to be conducted. 

 
• Option 2 

 
Under Option 2, the importer would be required to conduct one or more of the 
following verification activities before importing the food and at least annually 
thereafter: 

 
• Periodic onsite audits; 
• Periodic or lot-by-lot sampling and testing of food; 
• Periodic review of the foreign supplier’s food safety 

records; and/or 
• Other appropriate procedures. 

 
Instead of an onsite audit, an importer may rely on the results of an FDA 
inspection of the foreign supplier or an inspection by the food safety authority of a 
country whose food safety system has been officially recognized as comparable or 
equivalent (if the foreign supplier is located in and under the regulatory oversight 
of that country, and the food that is the subject of the audit is within the scope of 
the official recognition or equivalence determination), provided the inspection 
was conducted within 1 year of the date that the onsite audit would have been 
required to be conducted. 

 
vi. Verification activities for microbiological hazards in low-acid 

canned foods 
 

For thermally processed low-acid foods packaged in hermetically sealed containers 
(“low-acid canned foods” or LACF) that are subject to FDA’s LACF regulations at 21 C.F.R. 
Part 113, the importer would be required to have an FSVP and conduct the standard verification 
activities, except that the importer would be permitted to verify control of the microbiological 
hazards addressed in Part 113 by verifying and documenting that the food was produced in 
compliance with Part 113.  According to FDA, an importer would normally need to conduct 
some appropriate form of verification activity, such as an audit, to verify that the imported LACF 
product was produced in compliance with Part 113. In the preamble to the proposed rule, FDA 
tentatively concludes that an importer of LACF products may simply follow the standard 
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verification activities for all hazards identified as reasonably likely to occur in LACF products, 
including microbiological hazards.  
 

vii. Verification activities for hazards that emerge long after foreign 
supplier processing but before U.S. entry 

 
FDA requests comments on what verification activities are appropriate for foods that are 

stored for a long time before they are exported to the United States.  The preamble to the 
proposed rule notes that some foods are stored for longer periods of time before being exported 
to the United States.  When there is an extended delay between production and export, a 
verification activity such as onsite auditing of the foreign supplier may not be possible or may 
provide little assurance of food safety.  FDA requests comments on appropriate verification 
activities for such foods.  

 
4. Requirement to Review Complaints and to Investigate Adulteration or 

Misbranding (Proposed 21 C.F.R. § 1.507) 
 
The importer would be required to promptly review any complaint (from customers, 

consumers, or others) received to determine whether it relates to the adequacy of the importer’s 
FSVP.  In addition, if the importer becomes aware that an article of food it imports is adulterated 
under FD&C Act Section 402 or misbranded under Section 403(w), it would be required to 
promptly investigate the cause and document its investigation.  According to FDA, an importer 
might become aware of adulteration or misbranding as result of a complaint, being notified by 
FDA or other regulatory agencies, media reports, or by other means.  
 

5. Corrective Actions (Proposed 21 C.F.R. § 1.507) 
 

If the importer determines that a foreign supplier is not in compliance with FD&C Act 
Section 418 (preventive controls) or 419 (produce safety), if either is applicable, or is producing 
food that is adulterated under FD&C Act Section 402 or misbranded under Section 403(w), the 
importer would be required to take appropriate corrective actions.  In addition, if the importer 
learns of the problem with its foreign supplier by means other than its own verification activities 
or FSVP reassessment (discussed below) (e.g., if the importer learns of the problem from FDA), 
the importer would also be required to investigate to determine whether its FSVP is adequate 
and, if appropriate, modify its FSVP.     

 
The appropriate corrective actions would depend on the particular circumstances, but 

could include discontinuing use of the foreign supplier until the cause of the problem is 
adequately addressed.   
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This provision does not limit an importer’s other legal obligations under the FD&C Act 

and FDA regulations, which may include an obligation to conduct a recall of an imported 
product or submit a report to FDA’s Reportable Food Registry. 
 

6. Periodic Reassessment of FSVP (Proposed 21 C.F.R. § 1.508) 
 
For each food imported, the importer would be required to conduct a reassessment of its 

FSVP for that food at least once every 3 years (i.e., within 3 years of establishing the FSVP and 
within 3 years of its last reassessment).  In addition, the importer would be required to conduct a 
reassessment whenever it becomes aware of new information about potential hazards associated 
with the imported food.  Examples of new information that might necessitate a reassessment 
include changes to raw materials or the source of raw materials, changes in product formulation, 
changes in processing methods or systems, changes in distribution systems, and changes in the 
intended use of the product.   

 
The reassessment would be required to include an update of the hazard analysis for each 

imported food.  If there is a change in the hazards that are reasonably likely to occur, the 
importer would be required to determine whether it needs to change its verification activities 
and, if so, promptly implement any such changes.  The importer would be required to document 
the reassessment and any changes to its FSVP.   
 

7. Importer Identification (Proposed 21 C.F.R. § 1.509) 
 

To ensure that FDA is able to identify the “importer” of each food imported or offered for 
import, the proposed rule would require the importer to obtain a DUNS number,26 and, for each 
line entry of food, ensure that its name and DUNS number are provided electronically when 
filing entry with CBP.  FDA requests comments on the proposed use of DUNS numbers and 
whether a different identifier should be used.27  

 

                                                 
26 According to FDA, DUNS is an international business entity listing system that allows companies to obtain a unique 
identification number at no charge.  Dun & Bradstreet continuously updates this information based on automated searches of 
publicly available information and regular follow-up with each business entity.     
27 As required by FSMA Section 110(i), FDA is conducting a study regarding the use of a unique identification number for each 
registered food facility and, as appropriate, each broker that imports food into the U.S.  FDA intends to consider the results of 
that study in finalizing this proposal regarding identification of the importer at entry.    
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Where an article of food has no U.S. owner or consignee, the foreign owner or consignee 
of the food would be required to designate a U.S. agent or representative as the importer for 
purposes of foreign supplier verification.28   
  

In the preamble to the proposed rule, FDA explains that it intends to use this importer 
information for multiple purposes.  In addition to using this information to identify the importer 
for purposes of ensuring the importer’s compliance with FSVP requirements, FDA plans to use 
this information for the following purposes: 

• To create a database of importers including their names, locations, and the types 
of food they import.  This database would be comparable to an importer 
registration system, and therefore would obviate the need for an importer 
registration requirement.  FDA intends to use the database to better allocate 
inspection and enforcement resources (e.g., by targeting imports of high-risk 
foods for examination, by identifying importers who should participate in a recall 
of an adulterated product).     

• To assist FDA in allocating its import inspection resources based on risk, 
including the rigor and effectiveness of the importer’s FSVP, as required by 
FD&C Act Section 421(b).  FDA indicates that it intends to use importer 
information in its PREDICT (Predictive Risk-based Evaluation for Dynamic 
Import Compliance Targeting) import screening system.   

• To help FDA meet the requirement of FD&C Act Section 805(g), which requires 
FDA to maintain on its website a current list of “participating” importers. 

 
FDA requests comments on whether the identity of the foreign supplier of the imported 

food, as well as the identity of the importer, should be required to be provided when the food is 
offered for import and, if so, how the foreign supplier should be identified to ensure the 
information is accurate and not ambiguous. 

 
8. Recordkeeping and Records Access (Proposed 21 C.F.R. § 1.510) 

 
The proposed rule includes a number of recordkeeping requirements.  These include the 

following: 
 

                                                 
28 The U.S. agent or representative for purposes of FSVP would not necessarily be the same as the U.S. agent for purposes of 
foreign facility registration under 21 C.F.R. § 1.227(b)(13). 
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• Documentation of the review of the compliance status of imported foods and 
foreign suppliers; 

• The hazard analysis and the determination of hazards that are reasonably likely to 
occur (or such determination based on review of the foreign supplier’s hazard 
analysis); 

• The written list of foreign suppliers; 
• Written procedures for conducting foreign supplier verification activities; 
• [For a hazard controlled by the importer] Documentation the importer is 

following procedures that adequately control the hazard; 
• [For a hazard controlled by the importer’s customer] Written assurance from the 

importer’s customer that it is following procedures that adequately control the 
hazard and identifying those procedures; 

• [For a hazard controlled by the foreign supplier] Documentation regarding the 
selection and frequency of verification activities, and documentation of the 
verification activities themselves; 

• Documentation of investigations of the causes of any adulteration or misbranding; 
• Documentation of corrective actions; and 
• Documentation of reassessments of the FSVP and of any changes to the FSVP.   

   
The importer would be required to comply with the following general requirements for 

records maintenance and availability: 
 

• The importer would be required to sign and date all required records upon initial 
completion and upon any modification of the FSVP. 

 
• The importer would be required to maintain all required records in English.   

 
• All required records must legible and stored to prevent their deterioration or loss. 

 
• The importer would be required to make all required records available to FDA 

inspectors upon request for inspection and copying. 
 

• If FDA makes a request in writing, the importer would be required to send the 
records to FDA electronically.29     

                                                 
29 To the best of our knowledge, this is the first time FDA has proposed to require submission of records, as opposed to access 
during an inspection.  In the preamble, FDA states that requiring prompt delivery to FDA will better enable the agency to monitor 
importers’ compliance with FSVP requirements and would reduce the burden on importers posed by an FDA visit.  FDA cites 
FD&C Act Sections 805 and 701(a) as statutory authority for this requirement.   
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• The importer would be required to retain required records at its place of business 

or at a reasonably accessible location; records would be considered to be at a 
reasonably accessible location if they can be immediately retrieved from another 
location by computer or other electronic means. 

 
• The importer would be required to retain required records for 2 years, but the start 

of the 2-year retention period would differ depending on the type of record.   
 

o Records that remain in use until they are revised or replaced (e.g., the 
hazard analysis, documentation of hazard control by the importer or its 
customer, determinations that a particular foreign supplier verification 
activity is appropriate, records of changes to the importer’s FSVP) would 
be required to be retained until at least 2 years after their use is 
discontinued (e.g., because the importer no longer imports the particular 
food, no longer uses a particular foreign supplier, or has changed its 
FSVP).   

o Other records (e.g., records that document actual performance of 
verification activities; records related to complaints, investigations and 
corrective actions associated with a particular food; and records of FSVP 
reassessments) would be required to be retained for at least 2 years after 
the records were created or obtained.        
         

Exemptions (Proposed 21 C.F.R. § 1.501) 
 

The proposed rule would exempt the following foods.  It should be noted that these 
exemptions apply to types of food; an importer that imports both exempt food and non-exempt 
food would be subject to the FSVP regulation with respect to the non-exempt food it imports.  

 
1. Juice products imported from a foreign supplier that is required to be, and is, in 

compliance with FDA’s juice HACCP regulations 
 

For juice products subject to FDA’s juice HACCP regulations (21 C.F.R. Part 120), 
importers are already required to verify their foreign suppliers in accordance with the verification 
requirements set forth in those regulations.  See 21 C.F.R. § 120.14.  In the preamble to this 
proposed rule, FDA acknowledges that the verification requirements in the juice HACCP 
regulations are less stringent than those now being proposed for other foods.  For example, the 
juice HACCP regulations allow an importer of juice products to verify its foreign supplier by 
simply obtaining a copy of the supplier’s HACCP plan and an attestation that the supplier 
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processes juice products in compliance with FDA’s HACCP regulation, without the need for an 
onsite audit of the foreign supplier.  FDA states “we are considering whether it would be 
appropriate in the future to initiate a rulemaking to revise the regulations applicable to importers 
of juice and seafood.”30  The implication appears to be that FDA is considering requiring 
importers of juice products to conduct onsite audits of their foreign suppliers. 
 

2. Seafood products imported from a foreign supplier that is required to be, and is, in 
compliance with FDA’s seafood HACCP regulations 

 
For seafood products subject to FDA’s seafood HACCP regulations (21 C.F.R. Part 123), 

importers are already required to verify their foreign supplier in accordance with the verification 
requirements set forth in the seafood HACCP regulations.  See 21 C.F.R. § 123.12.  In the 
preamble to this proposed rule, FDA acknowledges that the verification requirements in the 
seafood HACCP regulations are less stringent than those now being proposed for other foods.  
For example, the seafood HACCP regulations allow an importer of seafood products to verify its 
foreign supplier by simply obtaining a copy of the supplier’s HACCP plan and an attestation that 
the supplier processes seafood products in compliance with FDA’s HACCP regulation, without 
the need for an onsite audit of the foreign supplier.  FDA states “we are considering whether it 
would be appropriate in the future to initiate a rulemaking to revise the regulations applicable to 
importers of juice and seafood.”31  The implication appears to be that FDA is considering 
requiring importers of seafood products to conduct onsite audits of their foreign suppliers.    

 
3. Alcoholic beverages 

 
Alcoholic beverages would be exempt, provided that the foreign supplier is a facility that 

meets the following two conditions: (a) it is the type of facility that would be required to obtain a 
permit from, register with, or obtain approval of a notice or application from the U.S. Treasury 
Department as a condition of doing business if it were a domestic facility; and (b) it is required to 
register with FDA because it is engaged in manufacturing/processing alcoholic beverages. 

 
The exemption would extend to food other than alcoholic beverages that is imported from 

the foreign supplier of alcoholic beverages, provided that: (a) such food is in pre-packaged form 
that prevents any direct human contact with the food; and (b) such food constitutes not more than 
5% of the overall sales of the facility, as determined by the U.S. Treasury Department.   

 
4. Food imported for research or evaluation 

                                                 
30 78 Fed. Reg. at 45745.       
31 Id. 
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Food imported for research or evaluation use would be exempt, provided that:: (a) the 

food is not intended for retail sale and is not sold or distributed to the public; (b) the food is 
labeled “Food for research or evaluation use”; and (c) when filing entry with Customs, the 
customs broker or filer provides an electronic declaration that the food will be used for research 
or evaluation and not sold to the public.  Food would be considered to be imported for research 
or evaluation only if it is imported in a small quantity consistent with research, analysis, or 
quality assurance purposes, and the entire quantity is used for this purpose.  FDA requests 
comments on this proposed exemption, particularly regarding whether and how to define the 
amount of food that constitutes a “small quantity.”  

 
5. Food imported for personal consumption 

 
Food imported for personal consumption would be exempt, provided that it is not 

intended for retail sale and is not sold or distributed to the public.  Food is considered to be 
imported for personal consumption only if it is purchased or acquired in a small quantity for a 
non-commercial purpose and is not sold or distributed to the public.  FDA requests comments on 
this proposed exemption, particularly regarding whether and how to define the amount of food 
that constitutes a “small quantity.”    

 
6. Food that is transshipped through the United States or is imported for export   

 
Food that is imported into the United States but not distributed or consumed in the U.S. 

would be exempt.  This would include food transshipped through the U.S. to another country and 
food imported into the U.S. for future export.  

 
7. Other possible exemptions – Food imported by an importer in the same corporate 

family as the foreign supplier   
 
FDA is requesting comments on whether imports from a foreign supplier that is part of 

the same corporate family as the importer should be exempt from FSVP requirements or subject 
to modified requirements.  In the preamble, FDA notes that some importers import food from 
foreign suppliers that are part of the same corporate structure as the importer.  In such cases, both 
the foreign supplier and the importer may be subject to “a single, company-wide approach to 
food safety in which hazards are controlled and verified by a common supply chain management 
system.”32  FDA requests comments on whether importers should be exempt or subject to 
modified requirements when importing food from foreign suppliers under the same corporate 

                                                 
32 78 Fed. Reg. at 45743. 
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ownership and, if so, the specific justifications and conditions that should apply. Vertically 
integrated international companies may wish to comment in support of such an exemption.     
  
Modified Requirements (Proposed 21 C.F.R. §§ 1.511 - 1.513) 
 

As discussed above, the proposed rule would impose different FSVP requirements for 
certain types of imported foods.  These include: foods for which there is no hazard reasonably 
likely to occur, foods for which the importer or its customer controls the hazard, RACs that are 
fruits and vegetables, and LACF products. 

 
In addition to these modified requirements, the proposed rule includes modified 

requirements for the following foods: 
 
1. Dietary supplements and dietary supplement components 

 
For dietary supplements and dietary supplement components, rather than requiring 

importers to verify control of hazards that are reasonably likely to occur, the proposed rule would 
require the importer to verify compliance with FDA’s current good manufacturing practice 
(CGMP) regulations for dietary supplements, 21 C.F.R. Part 111.  The modified requirements 
would differ depending on whether the imported product is a finished dietary supplement, or a 
dietary supplement component or dietary supplement for further processing.   

 
FDA requests comments on the proposed modified requirements for dietary supplements 

and whether it would be more appropriate to add them to Part 111.  FDA also requests comments 
on whether there are other types of food, particularly foods that are also subject to existing 
safety-related regulations (e.g., acidified foods, shell eggs), that should also be subject to 
modified requirements and, if so, what those modified requirements should be.        
 

a. Dietary supplement components and dietary supplements for further 
processing 

 
If the imported product is one for which the importer is required to establish 

specifications under 21 C.F.R. § 111.70(b) (a dietary component), 21 C.F.R. § 111.70(d) (dietary 
supplement packaging that may come into contact with a dietary supplement), or 21 C.F.R. § 
111.70(f) (a dietary supplement intended for packaging and labeling), and if the importer is in 
compliance with the Part 111 requirement that it determine whether such specifications have 
been met, then the importer would be required to comply with proposed § 1.506(a) (maintain a 
list of foreign suppliers), § 1.509 (identification of importer at time of entry), and § 1.510 
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(general recordkeeping and records access requirements).  The importer would not be required to 
comply with any of the other FSVP requirements with respect to that product. 

 
If the imported product is one for which the importer’s customer is required to establish 

specifications under 21 C.F.R. § 111.70(b) (a dietary component), 21 C.F.R. § 111.70(d) (dietary 
supplement packaging that may come into contact with a dietary supplement), or 21 C.F.R. § 
111.70(f) (a dietary supplement intended for packaging and labeling), and the importer annually 
obtains from its customer written assurance that the customer is in compliance with the Part 111 
requirement that it determine whether such specifications have been met, then the importer 
would be required to comply with proposed § 1.506(a) (maintain a list of foreign suppliers), § 
1.509 (identification of importer at time of entry), and § 1.510 (general recordkeeping and 
records access requirements).  The importer would not be required to comply with any of the 
other FSVP requirements with respect to that product. 

   
b. Finished dietary supplements 

 
If the imported product is a finished dietary supplement (i.e., packaged and labeled 

dietary supplements that are not subject to further processing), the importer would be required to 
comply with proposed § 1.502 (establishment of FSVP), § 1.503 (requirement that a qualified 
individual develop the FSVP and perform most verification activities), § 1.504 (compliance 
status review), § 1.507 (review of complaints, investigation, and corrective actions), § 1.508 
(reassessment of FSVP), § 1.509 (importer identification at entry), and § 1.510 (general 
recordkeeping and records access requirements).  In addition, the importer would be required to: 

 
• Maintain a list of foreign suppliers;  
• Establish and follow written procedures for conducting foreign supplier 

verification activities; 
• For each dietary supplement imported, conduct and document one or more of the 

following verification activities before using or distributing the dietary 
supplement and periodically thereafter to adequately verify that the foreign 
supplier is producing the dietary supplement in compliance with Part 111: 
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o Periodic onsite audits of the foreign supplier (including a review of the 
foreign supplier’s written food safety plan and its implementation of the 
plan for compliance with the requirements of Part 111);33 

o Periodic or lot-by-lot sampling and testing of the dietary supplement; 
o Periodic review of the foreign supplier’s food safety records; or 
o Other appropriate procedures. 

 
• Promptly review the results of the above verification activities; 

 
The importer would not be required to conduct a hazard analysis or “standard verification 
activities.”           

 
2. Foods imported by “very small importers” 

 
A very small importer would be required to document, at the end of each calendar year, 

that it meets the definition of “very small importer.”  In addition, it would be required to comply 
with the requirements in proposed §§ 1.502 (develop, maintain, and follow an FSVP), 1.503 
(requirement that a qualified individual develop the FSVP and perform most verification 
activities), 1.504 (compliance status review), and 1.509 (identification of importer at time of 
entry).  It would also be required to: 

 
• Maintain a written list of foreign suppliers; 
• For each food imported, obtain written assurance (including a brief description of 

the foreign supplier’s processes and procedures), before importing the food and at 
least every 2 years thereafter, that the foreign supplier is producing the food in 
compliance with processes and procedures that provide the same level of public 
health protection as FD&C Act Section 418 or 419, if either is applicable, and is 
producing food that is not adulterated under Section 402 or misbranded under 
Section 403(w); 

• Promptly take and document corrective actions if it determines a foreign supplier 
is not producing food in compliance with FD&C Act Section 418 or 419, if either 
is applicable, or is producing food that is adulterated under FD&C Act Section 
402 or misbranded under Section 403(w); and  

                                                 
33 In lieu of an onsite audit, the proposed rule would allow the importer of a finished dietary supplement to rely on an inspection 
of the foreign supplier by FDA or a foreign food safety authority whose food safety system has been officially recognized by 
FDA as comparable or equivalent, provided the inspection was conducted within 1 year of the date that an onsite audit would 
have been required.  For inspections by a foreign food safety authority, the foreign supplier would be required to be located in, 
and under the regulatory authority of such country, and the food that is the subject of the inspection would need to be within the 
scope of the official recognition or equivalence determination.    
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• Maintain required records in English for at least 2 years after such records are 
created or obtained, and make them available promptly to FDA upon request (and, 
if requested in writing by FDA, send such records to FDA electronically or by 
mail).  

 

A very small importer would not be required to comply with proposed §§ 1.505 (hazard 
analysis), 1.506 (standard verification activities), 1.507 (review of complaints, investigations, 
and corrective actions), 1.508 (reassessment of FSVP), or 1.510 (general recordkeeping and 
records access requirements). 

“Very small importer” would be defined as an importer (including any parent, subsidiary, 
or affiliate) whose average annual sales of food during the previous 3-year period (on a rolling 
basis) is no more than $500,000, adjusted for inflation.34  The baseline year for calculating the 
adjustment for inflation would be 2012.  FDA requests comments on the proposed definition, 
including the $500,000 cutoff and whether the definition should be based on U.S. sales of food 
by the importer rather than total sales of food.  FDA also requests comments on whether the 
definition should take into account the definition of “very small business” in the preventive 
controls rules.    

 
3. Foods imported from “very small foreign suppliers” 
 

An importer importing a food from a very small foreign supplier would be required to 
document, at the end of each calendar year, that its foreign supplier meets the definition of “very 
small foreign supplier.”  In addition, it would be required to comply with the requirements in 
proposed §§ 1.502 (develop, maintain, and follow an FSVP), 1.503 (requirement that a qualified 
individual develop the FSVP and perform most verification activities), 1.504 (compliance status 
review), and 1.509 (identification of importer at time of entry).  It would also be required to: 

 
• Maintain a written list of foreign suppliers; 
• For each food imported from a very small foreign supplier, obtain written 

assurance (including a brief description of the foreign supplier’s processes and 
procedures), before importing the food and at least every 2 years thereafter, that 
the foreign supplier is producing the food in compliance with processes and 
procedures that provide the same level of public health protection as FD&C Act 
Section 418 or 419, if either is applicable, and is producing food that is not 
adulterated under Section 402 or misbranded under Section 403(w); 

                                                 
34 FDA notes that the $500,000 cutoff is consistent with the definition of “qualified facility” in the proposed rule on preventive 
controls for human food and the definition of “small business” in the proposed rule on produce safety.     
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• Promptly take and document corrective actions if it determines the foreign 
supplier is not producing food in compliance with FD&C Act Section 418 or 419, 
if either is applicable, or is producing food that is adulterated under FD&C Act 
Section 402 or misbranded under Section 403(w); and  

• Maintain required records in English for at least 2 years after such records are 
created or obtained, and make them available promptly to FDA upon request (and, 
if requested in writing by FDA, send such records to FDA electronically or by 
mail).  

 

For imports of food from very small foreign suppliers, the importer would not be required 
to comply with proposed §§ 1.505 (hazard analysis), 1.506 (standard verification activities), 
1.507 (review of complaints, investigations, and corrective actions), 1.508 (reassessment of 
FSVP), or 1.510 (general recordkeeping and records access requirements). 

 

“Very small foreign supplier” would be defined as a foreign supplier (including any 
parent, subsidiary, or affiliate) whose average annual sales of food during the previous 3-year 
period (on a rolling basis) is no more than $500,000, adjusted for inflation.35 The baseline year 
for calculating the adjustment for inflation would be 2012.  FDA requests comments on the 
proposed definition, including the $500,000 cutoff and whether the definition should be based on 
U.S. sales of food by the foreign supplier rather than total sales of food.  FDA also requests 
comments on whether the definition should take into account the definition of “very small 
business” in the preventive controls rule.    

     
4. Foods imported from countries whose food safety systems have been recognized by 

FDA as comparable or equivalent 
 

If an importer is importing a food from a foreign supplier in a country whose food safety 
system FDA has officially recognized as comparable or determined is equivalent to the U.S. food 
safety system, and the imported food is within the scope of FDA’s official recognition or 
equivalence determination, the importer would be subject to the following modified 
requirements: 
 

                                                 
35 FDA notes that the $500,000 cutoff is consistent with the definition of “qualified facility” in the proposed rule on preventive 
controls for human food and the definition of “small business” in the proposed rule on produce safety.    
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• Before importing the food and annually thereafter, document that the foreign supplier 
is in, and under the regulatory oversight of, the country and that the food is within the 
scope of FDA’s official recognition or equivalence determination; 

• Before importing the food, document whether the foreign supplier is in good 
compliance standing with the food safety authority of the country (and continue to 
monitor its compliance status and promptly review any information obtained);36 

• Take prompt corrective action, and document such corrective action, if information 
indicates food safety hazards are not being adequately controlled; 

• Comply with proposed § 1.506(a) (maintain a list of foreign suppliers); 
• Comply with proposed § 1.509 (importer identification at time of entry); and 
• Comply with proposed § 1.510 (general recordkeeping and records access 

requirements).  
 
The importer would not be required to comply with proposed §§ 1.503 (requirement that a 
qualified individual develop the FSVP and perform certain verification activities), 1.504 
(compliance status review), 1.505 (hazard analysis), 1.506(b)-(h) (standard verification 
activities), 1.507 (review of complaints, investigations, and corrective actions), or 1.508 
(reassessment of FSVP). 
  
 In the preamble to the proposed rule, FDA notes that it is developing several 
complementary tools to assess other countries’ food safety systems (or parts of their systems).  
These include systems recognition agreements and commodity-specific agreements (e.g., 
memoranda of understanding (MOU) covering molluscan shellfish), and will include in the 
future FDA accreditation of foreign governments to audit and certify foreign food facilities and 
foods.  The systems recognition agreement is the most comprehensive tool, since it involves an 
assessment of a foreign country’s entire food safety system and a determination that (a) its food 
safety system provides a similar, though not identical, system of protections as the U.S., and (b) 
its food safety authority provides similar oversight and monitoring for food produced under its 
jurisdiction.  To date, FDA has entered into a systems recognition agreement with only one 
foreign country, New Zealand, but FDA has initiated a systems recognition assessment with 
Canada.  Although the proposed rule also mentions equivalence determinations, FDA states that 
it has found equivalence determinations more difficult to achieve and therefore systems 
recognition (also called “comparability”) is its preferred tool.  For commodity-specific 

                                                 
36 “Good compliance standing with a foreign food safety authority” would be defined to mean that the foreign supplier either: (a) 
appears on a current version of a list, issued by the food safety authority of the country in which the foreign supplier is located 
and which has regulatory oversight over the foreign supplier, of food manufacturers and processors that are in good compliance 
standing; or (b) has otherwise been designated by the relevant foreign food safety authority as being in good compliance 
standing.  FDA requests comments on what should constitute good compliance standing and what documentation or other 
information should be acceptable to show good compliance standing.  
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agreements, FDA requests comments on what foreign supplier verification requirements would 
be appropriate.    
 
 FDA requests comments on whether these modified requirements should be applicable to 
importation of raw materials and ingredients.   
 
Consequences of Noncompliance (Proposed 21 C.F.R. § 1.514) 
 

Importing or offering for import a food without having a compliant FSVP would be a 
“prohibited act,” subject to injunction and criminal prosecution.   

 
An article of food would be subject to refusal of admission if it even “appears” that the 

importer is not in compliance with FSVP requirements.  In addition, if an article of food has not 
been sold or consigned to a person in the United States at the time it is offered for entry, it may 
not be imported unless the foreign owner or consignee has designated a U.S. agent or 
representative as the importer for purposes of foreign supplier verification.    
 
FDA List of Participating Importers 
 
 FD&C Act Section 805(g) requires FDA to publish and maintain on its website a current 
list that includes the name, location, and other information deemed necessary by FDA about 
“importers participating under this section.”  In the preamble to the proposed rule, FDA states 
that the meaning of the phrase “importers participating under this section” is ambiguous.  It 
could be interpreted to mean all importers subject to FSVP requirements or only importers in 
compliance with those requirements.  FDA is requesting comments on the meaning of this phrase 
and the purpose of the Section 805(g).  
 
Alignment between FSVP Rule and Preventive Controls Rules  
    
 In the preamble to the proposed rule, FDA reiterates its intention to align, to the fullest 
extent possible, the requirements for foreign supplier verification in the FSVP rule with any 
requirements for supplier verification in the preventive controls rules for human food and animal 
feed.  FDA says it wishes to avoid creating duplicative requirements for facilities that are subject 
to both FSVP and preventive controls regulations.   
 

FDA is requesting comments on how to address FSVP requirements for importers who 
may be subject to both the FSVP and preventive controls regulations.  For example, FDA asks 
whether it would be appropriate to deem an importer that is in compliance with any applicable 
supplier verification requirements in either of the preventive controls regulations to be in 
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compliance with the FSVP requirements.  Similarly, FDA notes that there may be situations 
where an importer’s customer is subject to supplier verification requirements under the 
preventive controls rules, and FDA believes it would be duplicative to require both the importer 
and its customer to require verification activities in such cases.  FDA asks whether it would be 
appropriate for the FSVP rule to provide that an importer whose customer is required to conduct 
supplier verification activities under a preventive controls rule is deemed to be in compliance 
with the FSVP rule.      
 

*     *     *     *     * 
 

 We hope this information is useful.  If you have any questions about the proposed rule, or 
would like assistance or advice in preparing comments to FDA, please contact Bob Hahn at 
(202) 518-6388 or rhahn@ofwlaw.com.  
 
RAH:cpm 
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