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FSVP: A Comprehensive Guide to the Who, What and How 

The FDA’s Food Safety Modernization Act (FSMA) rule on 
Foreign Supplier Verification Programs (FSVP) for 

Importers of Food for Humans and Animals is now final, 
and compliance dates have been set. 

What is FSMA’s Foreign Supplier Verification Program (FSVP)?

FSVP provides greater oversight into the products coming into the U.S. to ensure that, according to the FDA, 

“importers would be required to perform certain risk-based activities to verify that food imported into the United 

States has been produced in a manner that provides the same level of public health protection as that required of 

domestic food producers.”

To answer some of the many questions surrounding the FSVP rule, TraceGains enlisted the help of Marc Sanchez, 

regulatory attorney specializing in FDA and USDA law, and Shawn Stevens, a global food safety lawyer, to provide 

insight and break down some of the confusion with a few real-world examples.
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“Does FSMA’s Foreign Supplier 
Verification Program apply to me?”

This is probably one of the first questions to ask regarding the FSVP rule. There can be a lot of different parties 
that might have hands on a shipment as it comes into the U.S., so how does one define who the importer is for 
the purpose of this rule?

Since the importer is ultimately the responsible party under the FSVP rule, one must first start the process by 
determining the importer. Is it the party who purchased the food, the owner, or the consignee?

The U.S. 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. It may seem pretty straightforward and 
simple, but it can get complex and convoluted.

For example, if there is no U.S. owner or consignee at entry, the 
importer is the U.S. agent (Note: You must have an agent if you import 
into the U.S.) or representative of the foreign owner or consignee, as 
confirmed in the signed statement of consent. 
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What about brokers?
Brokers may, on behalf of customers, bring in food to the U.S. In this scenario, who becomes the importer? Often, 
brokers assume they are not responsible for the imported food since they do not see or touch it; conversely, the 
customer also assumes they are not responsible because the broker is bringing the food into the U.S.

Every circumstance is different, but to get to the right answer, it helps to break down the situation with three 
questions. 

Question 1: Who controls the finances?

Who controls the finances of the deal? When the food arrives in the U.S., who is getting paid, how are they 
getting paid, and in what form are they getting paid? If the broker is purchasing a product and the finances are 
being deposited into the broker’s account and is being paid to the foreign supplier, then that may suggest that the 
importer is the broker when the food enters the U.S. This scenario can be a little convoluted as well, which leads 
us to the next question. 

Question 2: Who controls the agent?

What happens if the customer tells the broker to purchase an item from a particular supplier and the broker 
arranges the sale? Is the broker really acting as an agent on behalf of the customer, or are they doing nothing 
more than acting as an employee of the customer? Sometimes the principles of agency may suggest that the 
broker is acting no different than an employee of the customer. One might argue then, in this case, that the 
customer is really the importer and should bear the responsibility of ensuring that the foreign supplier is compliant 
with FSVP requirements.
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Question 3: Who controls the goods?

A third aspect to look at is understanding who controls the goods. For example, when the items arrive in the U.S., 
whose trucks are they being loaded onto? Did the customer arrange for transportation? After it arrives, does the 
broker/distributor store the product in a warehouse to be held and shipped at a later time? For the latter example, 
we would say that the distributor/broker would be the importer of record. But if the product is only coming in for a 
single customer and going to a single distribution center, which is the customer’s, perhaps the customer falls more 
closely under the definition of importer. 

When in doubt, look for the party that has financial interest, or the party that has the ability to control or interact 
with a foreign supplier. You’re not really looking at the intermediaries, but more so at the consignee, the owner, or 
the U.S. agent. 

 The important takeaway here is to document – and document extensively – so that if the FDA happens to 
have questions regarding the importer of record, you are able to adequately respond.
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Exemptions, Exclusions, and Modifications
It’s important to note that there are a few exclusions to the FSVP rule. Some of these are exclusions because 
there are already systems in place in which we rely on. These exclusions include:

 Juice – Subject to HACCP

 Seafood – Subject to HACCP

 Research Use Only – Research and evaluation purposes only

 Foods used only for personal consumption 

 Transshipped foods

 Foods imported for processing and export

 Meat and poultry products subject to USDA regulation at import

 Alcoholic Beverages – ATTB currently retains jurisdiction

 Low Acid Canned Foods (LACF) – Micro hazards only



FSVP: A Comprehensive Guide to the Who, What and How 

Modified Requirements
There are some modified requirements that are narrow and require analysis. You will need to make sure these 
apply continually, and not just at one time. These modified requirements include:

  Dietary Supplements (Finished vs. Bulk) – Finished dietary supplements are subject to most of FSVP, whereas 
bulk/components are subject to Part 111 with a little FSVP.

  “Very Small” Supplier or Importer – Documented annual qualification (<$500K food sales).

  FDA Approved Country – This refers to a list of approved countries that have an equivalently robust food 
safety system.
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Exemptions
As with each FSMA rule, there are some exemptions that exist as well. These exemptions for foreign suppliers include:

 Food that does not require a control (e.g., vinegar)

 Food that cannot be consumed in the absence of a control (e.g., coffee beans)

 Food that is shipped with an adequate disclosure statement

 Food in which controls will be applied within the U.S. by the importer or customer

 Foreign suppliers under oversight of a comparable food safety system

 Very small suppliers with less than $1,000,000 in human food sales

 Very small suppliers with less than $2,000,000 in animal food sales

 Food shipped from Qualified Facilities or suppliers not covered by FSMA

It’s important to point out that there are additional details within each of these exclusion and exemption 
categories. Additionally, if there is any inclination a company might be exempt, that company needs to make sure 
they fall within that exemption, fall within the exemption regularly, and ensure there is adequate documentation 
proving their stance.

If you need more information to determine whether or not you need to adhere to the FSVP requirements, FDA has 
a nice, color-coded chart with “yes” and “no” decision logic to help you find the answer. 
http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM472461.pdf

Note: If you are the importer and must adhere to the Preventive Controls for Human Food or Preventive Controls for Animal Food rules, 
you might be exempt from the FSVP rule because you will already be controlling the hazard within your supply chain programs.

http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM472461.pdf
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Verification Program Contents 

When looking at the FSMA framework for any rule you will find a two-tiered system 
at its most basic level. What FSMA is essentially doing with each of these rules 
is setting new safety standards (in two categories: produce safety and hazard 
analysis/preventive controls) and relying on industry verification of compliance. 

Manufacturers will not be relying on the FDA to be the primary body to 
enforce these new standards. For FSVP specifically, the FDA is saying that 
the importer, or responsible party within the supply chain, will have to verify 
that either up or downstream suppliers are meeting the new safety standards. 
There is now deeper integration between the two parties, and the paradigm 
of buying from either the best quality or the cheapest cost is changing. The 
industry is ultimately looking for a party that will engage with manufacturers in 
the compliance activities required to bring a particular product into the U.S.

Did you know?
With TraceGains’ Supplier 
Management module, you get 
access to TraceGains Network, 
the food industry’s premier 
online collaborative platform. Via 
TraceGains Network, suppliers 
can send required documentation 
to their customers using 
TraceGains’ powerful technology, 
thereby eliminating the manual 
process of sending documents 
to each supplier, one-by-one. 
Industry professionals using 
TraceGains Network can access 

a directory of suppliers and 
ingredients, collaborate with 
fellow professionals, and so much 
more. This unique platform is free 
of charge to your suppliers and 
comes ready to use with your 
implementation of our Supplier 
Management software.
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How can foreign suppliers assist the importer through this process?

The foreign supplier, in some instances, might be the entity that is  

   conducting the hazard analysis 

   putting together what would be the foreign supplier verification plan 

   handing it off to the importer 

   performing each of these elements as if the foreign supplier were the importer itself 

There are some requirements one needs to follow to be able to have the program pass regulatory scrutiny, but foreign 
suppliers can do a lot of work on behalf of their importers.

Why?
The easier foreign suppliers can make it to import food, the more likely importers are to continue to source products 
from their facilities. To the contrary, the more difficult foreign suppliers make it (e.g., resisting requirements, not 
answering questions), the less likely it is for importers to source from these facilities in the future. Instead, importers 
will go with a company that’s willing to work with them in order to satisfy FDA requirements. 

Foreign suppliers are now not only competing with respect to the quality and price of their products, they’re also 
competing with respect to the quality of their programs.
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Who Prepares the Plan?
Like what we see with the Preventive Controls for Human and Animal Food rules regarding the individual(s) preparing the 
food safety plan, the individual preparing the FSVP must be a “Qualified Individual.” This is not to be confused with the 
Preventive Controls Qualified Individual, however. 

What is a Qualified Individual? 
The FDA defines the Qualified Individual as someone who must have the education, training or experience necessary to 
perform activities as per 21 CFR 1.503. These Qualified Individuals will develop the FSVP and those activities such as 
hazard analysis, supplier approval, verification activities and frequency, corrective actions, and other activities for the FSVP. 
These personnel must be able to read and understand the records to be reviewed for this program. This means they must 
know English and may also need to know the local language at the point of product manufacture or farming. 

 The FDA will be piloting training programs for Qualified Individuals and lead instructors in 2017. Once these 
programs are available, regardless of experience, it is highly recommended to go ahead and attend training. This way 
organizations can be certain they are qualified within the eyes of the FDA. 

If the foreign supplier is conducting a hazard analysis on behalf of the importer, they should ensure a Qualified Individual 
will be performing that work.
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Foreign Supplier Verification Program Contents
Looking at how the verification process works, there is, at its core, a program that requires the following:

Hazard Analysis

The hazard analysis is at the heart of the FSVP rule, and requires the evaluation of any known or reasonably foreseeable 
hazards relating to the imported food. This includes biological, chemical—which includes radiological—and physical 
hazards. 

Biological hazards may include Listeria in frozen celery or carrots. Chemical hazards could include the introduction of 
melamine in baby formula. And physical hazards could include items like stones or twigs in products being shipped. 
Hazards may also include food safety issues that are natural, unintentionally introduced through accident, or 
intentionally introduced for economic gain to the extent they create a food safety hazard. 

Importers also may assess their foreign supplier’s hazard analysis to determine the hazards for the imported foods, and 
to determine whether the hazard analysis was conducted by a Qualified Individual. 

The analysis should be based upon experience, illness data, scientific reports, and other information. Basically, a hazard 
requiring a control is a hazard that a person knowledgeable about food safety would establish controls or measures to 
significantly minimize. 

Because the foreign supplier is the expert regarding their own facilities, it’s helpful to have them involved in this portion. 
They can provide the most accurate information regarding facility and equipment design, raw materials, product formulation, 
packaging and labeling, storage and distribution, intended or reasonably foreseeable use, and more.
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Evaluation of Food Risk and Supplier Performance

After conducting the hazard analysis, the next step is to evaluate the food and foreign supplier. Why? 

       To approve suppliers. In approving a supplier, one needs to consider: 

a. the risk posed by the food—which comes from a hazard analysis

b. the compliance history of the supplier

c. whether the supplier is even capable of controlling for the hazard 

d. whether the supplier has sufficient controls in place to control for the hazard 

e. how the supplier intends to actually control the hazard

To determine the appropriate supplier verification activities required: The verification activities are those 
activities necessary to make sure the foreign supplier is actually controlling the hazards identified within the hazard 
analysis.
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Verification Activities

Based on the evaluation of risk conducted, the importer needs to establish and follow written procedures to ensure they 
only import from approved foreign suppliers (in most instances). The importer also must conduct appropriate supplier 
verification activities.

 For example, let’s say the foreign supplier has indicated they have a lethality step in place for a particular hazard. 
The importer would need to understand what procedures, processes, and practices are in place to achieve that lethality. 
What documents can the foreign supplier provide to the importer to provide verification of those controls, practices, and 
processes that are being followed? 

Appropriate verification activities can vary. FDA provides a lot of flexibility and creativity in this area. Types and the 
frequency of these verification activities depends on the evaluation of the risk of the food and the capabilities of the 
foreign supplier. These activities may include, according to the FDA, on-site auditing, sampling and testing of food 
products, or a review of the supplier food safety records. 

Note: Annual on-site audits are required for foods deemed SAHCODHA (Serious Adverse Health Consequences or Death 
to Humans or Animals).

Corrective Actions

What if something within the FSVP goes wrong? The appropriate corrective actions must be put in place and 
documented. The corrective actions will inform individuals on what to do should there be a deviation in the verification 
activities. These corrective actions may include the discontinued use of the supplier until corrections can be made, or 
disqualifying the foreign supplier altogether. 
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Periodic Assessment

Importers are required to reevaluate the plan and their foreign suppliers every three years or when new food safety 
concerns arise. An importer is also required to promptly determine whether it’s appropriate to continue importing food 
from that foreign supplier, and whether the verification activities need to be revised. This is an obligation to continuously 
reassess and reevaluate the programs and the approval of suppliers.

Recordkeeping

All elements of the hazard analysis and foreign supplier verification activities must be documented, and must be 
maintained and made available to the FDA within 24 hours upon the FDA’s request. 

One of the unique pieces to the FSVP rule is recordkeeping. But because we’re talking about foreign bodies, the FDA 
has a few specific items outlined in this rule and almost goes to the point of saying electronic records are required. The 
FDA says this in a couple of ways:

   The FDA wants records easily and quickly retrievable. The FDA doesn’t want to wait for a company’s supplier, 
wherever they may be, to try and mail the needed records.

   The FDA wants records in a form that won’t deteriorate. So if a company needs to go back and pull sampling data 
from within the year, they need to make sure the integrity of that data is going to be available for that timeframe 
and even longer.

So with that said, one can deduce that there is a definite preference for electronic recordkeeping.

Note: The FSVP rule allows importers to hire a third party to perform the hazard analysis and risk evaluations, set up their food safety plan, 
and even monitor them. Still, the importer is ultimately responsible for ensuring that the proper evaluations are conducted and for reviewing the 
documentation from these tasks.
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Did you know?
TraceGains’ comprehensive food safety 
software solution can help automate and 
manage your foreign supplier verification 
program. With the Supplier Management 
module, you can easily manage supplier 
qualification and approval, documentation, 
and relationships while evaluating supplier 
performance and risk quickly and efficiently. 
TraceGains’ Supplier Compliance module 
takes it one step further by allowing you 
to extend inventory visibility all the way to 
suppliers’ shipping docks. So from the time 
you cut a purchase order to the time you 
get items ready for production, Supplier 
Compliance can evaluate performance of 
products from all of your suppliers, lot by 
lot. Additionally, the Quality Management 
module from TraceGains automates your 
internal compliance requirements for FSMA. 
With QM, automate the management and 
monitoring of all critical control points (CCP) 
and prerequisite programs (PRP and oPRP), 
and have a centralized location for all food 
safety plans, workflows, and standard 
operating procedures (SOP), allowing you to 
get real-time, actionable data regarding your 
plant floor and operations.

To Summarize…

 Review and Strategize: The hazard analysis must be 
robust and it pays to avoid the path of least resistance. It’s 
also important to look at compliance history.

 Establish Frequency: Hazard control is on-going 
and must be evaluated for adequacy. Records regarding 
performance are as important as records of establishment.

 Verify, Adapt, Verify… How is the supplier performing? 
The customer? Have adverse events changed the analysis? 
These are all important questions to ask.
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Examples: FSVP in Action

Control and Type of Hazard

There are two key points to a verification program: hazard type and control.

Hazard type is going to inform you what the verification activity will need to be. If you identify a hazard as SAHCODHA 
that’s reasonably likely to occur, then you’re looking at the highest level of verification activities (i.e., on-site audits 
either from the importer or from accredited third-parties). If you don’t have a SAHCODHA hazard, then there are more 
options available as mentioned above. 

Once identified, who controls the hazard? Depending on who (e.g., importer, customer, or foreign supplier) controls the 
hazard, you can then determine the steps needed for verification activities.

Using the example above, if the hazard is determined to be SAHCODHA, then you will conduct an on-site audit; if not, 
there are other methods available like looking at a supplier’s compliance history to ensure the supplier is adequate at 
controlling the identified hazard. For example, if said supplier has a Form 483, you may be able to deduce that they 
aren’t very good at conducting pH testing.

If you determine the history is unsatisfactory, you will need to factor that in to determine the appropriate verification 
activity. In some instances, you might want to even escalate it to an on-site audit.
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FSVP in Action: Importer Controls Risk

Say you are a company that imports raw, untreated nuts. You are the importer. In this situation, the importer is bringing 
in the raw nuts for bulk sale, either in retail outlets or for additional steps like mixing, which might be used for variety 
packs. This defines the importer, therefore, you control the hazard. You can then do a hazard analysis on what could 
potentially be a health consequence from this import. You can identify salmonella as a possible micro contaminant and 
maybe certain pesticides as chemical hazards. But for this example, we’ll use salmonella.

The salmonella will likely fit into a serious health consequence, which might require an on-site audit as a verification 
step. You will need to look at the supplier’s compliance history. Do they currently have a kill step, or do you need to 
implement a new kill step? Will this meet your requirements?

The final step in this process is documentation. You will need to establish recordkeeping practices and identify the 
frequency of verification activities and results.

All of this is done by the importer in coordination with the foreign supplier to verify that the hazard (salmonella) is 
controlled and documented.
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FSVP in Action: Customer Controls Risk

As another example, 
you can take the same 
scenario and simply 
change the control. 
Now the importer (you) 
is simply passing the 
raw nuts on to a retailer 
that will use them in 
additional products. We 
have changed the control 
to say that the customer 
is now in control of the 
hazard.

This means the customer is now having the risk of salmonella with the raw, untreated nuts and will have to implement 
practices to control that hazard. This also means the verification has changed.

Instead of doing an on-site audit at the foreign supplier or introducing a new kill step at the foreign supplier, you (the 
importer) have to make sure you’re doing annual documentation of the customer’s compliance. It’s kind of like passing 
the baton and saying, “You’re in the U.S. and subject to the Preventive Controls rules. We’re expecting you to comply 
with those rules, and we’re going to document your compliance with them.” Documentation is really important at this point, 
however, there are some situations (not agreeing with how your customer is controlling the hazard) that are still unclear.
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Example of Serious Hazards

An example of foreign supplier’s compliance history when the supplier has had issues of controlling the hazard:

20
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Food Safety as a Competitive Advantage
It’s been a common theme for years throughout the food and beverage industry that food safety is not considered a 
competitive advantage. But as we inch closer and closer to compliance deadlines for all FSMA rules, it’s clear that food 
safety is now becoming a differentiating factor.  

When looking at FSVP specifically, if an importer has the ability to source from four suppliers for ingredients to put into 
a finished product, that importer is going to pick the supplier who convinces them that they have the most effective 
food safety program in place. And if that foreign supplier is effective at marketing their food safety program—which also 
means they’re committed to investing in it—that’s going to carry more weight than just quality and/or price. 

So how can you more easily prepare for and maintain compliance 
with FSMA requirements? 

TraceGains has a set of solutions that can be used as standalone products or in conjunction with one another to help 
close any gaps when preparing for and maintaining compliance with FSMA.

Specifically, for FSMA’s FSVP rule, our Supplier Management module helps make data and information actionable 
for turnkey risk reporting. If you’re adhering to recordkeeping requirements for FSVP and need to evaluate supplier 
performance and risk quickly and efficiently, TraceGains helps ensure your approved suppliers provide ingredients 
that meet those requirements and are in compliance with your business needs. Additionally, you can run customized 
dashboards and reports based on information within your supplier documentation, and share these reports with any 
department that needs them.
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FSMA Solution Continuum
FSMA
READY

Plus
Foreign Supplier
Verification

Standard 
Regulatory Docs
• GMO
• Country of Origin
• Allergen
• Other

Document based
Risk Assessment for:
• Suppliers 
• Material

Vendor Approval Process

Food Defense Planning

Documents for Audits

Auto Reminders

Ensure CoA for 
each PO

Auto CoA 
compliance 
against Spec

CoA Compliance
based Risk
Assessment

Cross Check 
Supplier Results
with Internal
Lab Results 
      
Full Auditability 
on Who did 
what/when

Define product &
safety requirements 

Establish with Supplier:
• Acceptable levels
• Storage/shipping
   requirements
• Temperature + 
   other processes

Creates level field 
with Supplier 
about specs

Supplier 
Acknowledgement
on Specifications

Automates Food 
Safety Plan

Ensures Internal Regulatory 
Docs /SOPs current

Plant Floor 
Data Collection
• PreRequisite
• Operations
• Misc Logs

Ensures timely data collect

Supervisory oversight of 
Plant Floor Data Collection 
and Corrective Actions

Automates training tracking

PCQI Training

Pre-Defined Templates 
& Checklists
• Food Safety Plan
• SOPs
• Checklists
• Gap analysis
• HACCP to HARPC 

Get FSMA Ready FAST

Business Rules to Identify Non-conformance

Automatic eNotifications so Everyone is in the Loop
Instant Actionability
Escalate non-conformance to CAR and CAR Management 
Supplier Risk Management Scorecards

If you’d like to know more about how TraceGains can help your company with FSMA compliance, drop us a line and 
we’ll help answer any questions you might have!
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Shawn Stevens is a global food safety lawyer and the founding member of Food 
Industry Counsel LLC, the only law firm in the world that represents the food 
industry exclusively. 
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managing recalls, and defending high-profile foodborne illness claims.
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representing FDA-regulated companies in the 
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medical device, and drug industries. He also 
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regulatory topics including U.S. and international 
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ABOUT TRACEGAINS:
TraceGains (www.tracegains.com) cloud-based SaaS solution provides food and CPG companies with an integrated quality, supplier, 
compliance, and regulatory document management system that eases compliance with FSMA, GFSI, and HACCP. By automating, 
innovating, and streamlining Food Safety and Quality Assurance, TraceGains’ customers are 365 Audit Ready™ and the system 
typically pays for itself in only four to six months.

TraceGains is among the Food Logistics Top 100 software and technology providers and a Top 20 Information Technology Firm by 
Coloradobiz magazine. Learn more about TraceGains products at www.tracegains.com. Follow TraceGains on Twitter @TraceGains.
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