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The purpose of this document is to present a guide (model plan) for developing 
and implementing a FSMA Foreign Supplier Verification Program (FSVP) for FSVP-
Importers of papayas from Mexico. The guide provides information to papaya 
importers on how to develop and implement a foreign supplier verification program.  
The guide was developed based on the requirements and guidelines of the Foreign 
Supplier Verification Programs (21 CFR part 1, subpart L (sections 1.500-1.514) 
applicable to importers of food into the United States. Each section in this guide 
explains the activities and records that constitute a foreign supplier verification 
program and outlines how to develop the FSVP.

FSVP regulations established through the Food Safety Modernization Act (FSMA) of 
the U.S. Food and Drug Administration (FDA) apply to food importers to ensure that 
foods imported into the United States were produced in a way that meets applicable 
U.S. food safety standards. If you are a papaya grower or the grower of other fresh 
produce in Mexico, the FSVP Rule does not directly apply to you, you must comply 
with the regulations that apply to you (i.e. Produce Safety Rule).

The guide will introduce a fictitious company located in the United States dedicated 
to the trade of fresh produce such as papaya. The guide will take the reader through 
the development steps of the FSVP of the fictitious company through examples. 
Therefore, at the end of the guide, you will have a model plan to develop and 
implement a foreign supplier verification program (FSVP), which can serve as a basis 
for the creation or adaptation of a customized FSVP for the reader. Keep in mind that 
this is only a model plan; each FSVP-Importer must read, understand and implement 
the rule in consideration of their unique circumstances. 

There are two preliminary sections before you begin building the fictitious company’s 
FSVP:

• Introduction to the regulatory aspects of the FSVP. This section provides a 
very brief description of the Food Safety Modernization Act (FSMA) and the 
basic regulatory requirements of the FSVP Rule. This section will allow the 
reader to simply and quickly understand the regulatory framework of the Rule.

• Regulatory definitions relevant to the papaya industry. This section presents 
some of the definitions contained in the FSVP Rule that are important to 
understand before starting to write a program. 

General Introduction and 
Objective of the Guide
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Disclaimer 

Proexport Papaya A.C. commissioned this document to support the Mexican papaya 
industry. All efforts have been made to ensure the accuracy and veracity of the 
information contained in this document. However, Proexport Papaya A.C., Servicios 
de Capacitación y Tecnología de Alimentos y Nutrición S.A. de C.V. and Food Safety 
Consulting & Training Solutions, LLC are not responsible, expressly or implicitly, for 
the ideas and recommendations contained in this document, as well as for any errors 
and omissions in it; they do not assuming any legality, nor responsibility, for losses or 
damages resulting from the use of the information contained in this document. The 
information presented in this document has not been evaluated by the U.S. Food and 
Drug Administration (FDA) or by the National Service for Agrifood Health, Safety 
and Quality (Servicio Nacional de Sanidad, Inocuidad y Calidad Agroalimentaria, 
SENASICA) and its execution does not represent in any way compliance with the 
FDA’s Food Safety Modernization Act (FSMA) or ANNEX A Measures to Reduce the 
Risk of Salmonella Contamination During Papaya Growing, Harvesting, and Packing 
of the Action Plan for papaya (Carica Papaya L.) of SENASICA (ANEXO A de las 
Medidas para reducir el riesgo de contaminación por Salmonella durante el cultivo, 
cosecha y empaque de papaya del Plan de acción para papaya (Carica Papaya L.) de 
SENASICA).

This document builds upon other efforts to support the safety of papayas from 
Mexico. Additional collaborators include the Texas International Produce Association 
(TIPA) and United Fresh Produce Association. The information provided herein 
is offered in good faith and believed to be reliable, but is made without warranty, 
expressed or implied, as to merchantability, fitness for a particular purpose, or any 
other matter. These recommended guidelines were not designed to apply to any 
specific operation. It is the responsibility of the user of this document to verify that 
these guidelines are appropriate for its operation. The publishing trade associations, 
their members and contributors do not assume any responsibility for compliance with 
applicable laws and regulations. It is recommended that users consult with their own 
legal and technical advisers to be sure that their own procedures meet applicable 
requirements.

Authorship Credits

The FSVP Guide, developed by Food Safety CTS with input/review from United Fresh 
Produce Association, supported/funded by ProExport Papaya.
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Introduction to the Regulatory 
Aspects of the FSVP Rule

Before we discuss the FSVP, it is necessary to understand its context within U.S. 
regulation; therefore, some basic generalities about FSMA and the Foreign Supplier 
Verification Programs Rule are described below.

Overview of the Food Safety Modernization Act (FSMA)

The Food Safety Modernization Act (FSMA) was passed by U.S. Congress and signed 
by the President in 2011. Through different Rules, this law allows the U.S. Food and 
Drug Administration (FDA) to focus on preventing food safety problems rather than 
reacting to them when they happen.

FSMA consists of 7 main Rules and each includes specific activities to be carried out 
at different points in the food chain in order to support food safety. Each of them is 
described very briefly below:

1. The Produce Safety Rule is the first mandatory federal US standard for growing, 
harvesting, packing, and storing fresh produce that is likely to be consumed raw in 
the US, regardless of where it is grown.

2. The Good Manufacturing Practices, Hazard Analysis, and Risk-Based 
Preventive Controls Rule is known as the Preventive Controls for Human Food 
Rule and requires facilities that manufacture, process, pack or hold food destined 
for the US to have a written food safety plan which includes a hazard analysis and 
risk-based preventive controls to minimize or prevent food safety hazards that 
were identified in the hazard analysis.

3. The Preventive Controls for Animal Food Rule establishes good manufacturing 
practices, hazard analysis and risk-based preventive controls for the production of 
animal food and feed.

4. The Foreign Supplier Verification Programs Rule for Food Importers requires 
importers to carry out certain activities based on the risks of the food to be 
imported to verify that food imported into the United States was produced in a 
manner that complies with applicable U.S. food safety regulations.
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5. The Accreditation of Third-Party Certification Bodies Rule establishes a 
voluntary program for the accreditation of third-party certification bodies, also 
known as third party auditors or third parties, to conduct food safety audits and 
issue certifications of foreign entities for human or animal food that they produce.

6. The Sanitary Transportation of Human and Animal Food Rule includes efforts 
to protect food from the farm to the table by keeping it safe from contamination 
during transportation in the US.

7. The Mitigation Strategies to Protect Food Against Intentional Adulteration 
Rule aims to prevent intentional adulteration whose objective is to cause damage 
to public health on a large scale, including the prevention of acts of terrorism that 
have the food supply as their objective.

FSMA applies to domestic and foreign companies producing food that will be 
consumed in the United States. Compliance dates for different Rules vary depending 
on the size of the company but most rules are now fully in effect. There are 
exemptions to the Rules based on product type, risk, company size, sales, and other 
factors. A food company that produces or imports food that will be consumed in the 
United States must determine which Rules it is subject to and begin working on the 
different programs and activities to achieve compliance.

Overview of the Foreign Supplier Verification Programs for Importers of 
Food for Humans and Animals Rule (FSVP)

The Foreign Supplier Verification Programs Rule applies to food importers in the 
United States and requires these importers to perform different activities based on 
risk to verify that the food they are importing was produced in a manner that meets 
United States food safety regulations. It is very important to understand that this 
rule does NOT apply to food exporters located in other countries, such as papaya 
growers and packers in Mexico. The FSVP only applies to the papaya importer in 
the United States since papaya is a food offered for import and consumption in the 
United States. Papaya growers and packers who export papaya to the United States 
would be subject to the Produce Safety Rule, and papaya processors (for example, 
someone who exports frozen diced papaya) would be subject to the requirements of 
the Preventive Controls Rule.

A Foreign Supplier Verification Program, which in this document will be called FSVP, 
is a program that importers subject to the FSVP Rule must have in order to verify and 
obtain assurances that their foreign suppliers are generally doing three basic things:

1. Producing food in a manner that provides at least the same level of protection 
to public health as the Preventive Controls and Produce Safety Rules do, as 
appropriate for the type of food.
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2. Making sure that the food they produce, pack or process is not adulterated in 
accordance with the Federal Food, Drugs & Cosmetics Act, and
3. Making sure that the foods they produce, pack or process are not mislabeled 
with respect to allergen labeling.

What is a Foreign Supplier and What is an FSVP-Importer?

There are 2 important concepts that the reader needs to understand and that we will 
briefly describe: (1) foreign supplier, and (2) FSVP-Importer.

(1) Foreign Supplier

The foreign supplier of a food is the establishment that manufactures or processes the 
food, raises the animal or grows the food that is exported to the United States without 
further manufacturing or processing by another establishment, except for subsequent 
processing that only consists of labeling or some similar activity of a minimal nature 
(de minimis).

To better understand what a foreign supplier is, consider this example: a fruits and 
vegetables marketing company in San Diego, California, buys a papaya full load from 
Carica del Norte S.A. de C.V., a foreign distributor with a storage warehouse and 
ripening rooms located in Tijuana, Mexico. Carica del Norte S.A. de C.V. obtains the 
papaya from a grower in Colima in boxes and only stores it and ripens a little at its 
facilities, and on some occasions the product is repackaged (activity of a minimal 
nature or de minimis). In this case for the purpose of the FSVP Rule, the foreign 
supplier of the San Diego company would be the papaya grower in Colima and not 
the distributor in Tijuana (Carica del Norte S.A. de C.V.). On other occasions, the 
company Carica del Norte S.A. de C.V. buys fruit directly from the fields, transports it 
by trailer to Tijuana and washes and packs it at its facilities, then transports it to the 
United States and sells it to the fruit and vegetable marketing company in San Diego. 
In the latter case, the foreign supplier is also the farm(s) from where the product was 
obtained and not the Tijuana company.  

Despite the fact that for the purposes of the FSVP Rule, the foreign supplier is the 
growing farm, it is important that an importer take into account the activities carried 
out by any intermediaries and their potential risk.

(2) FSVP-Importer

On the other hand, the Rule defines an Importer as the U.S. owner or consignee of an 
article of food that is being offered for import into the United States. If there is no U.S. 
owner or consignee of an article of food 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, 
as confirmed in a signed statement of consent to serve as the importer under this 
subpart.
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The Rule requires that an FSVP-Importer is identified at the time of entry and details 
must be provided in the CBP entry system before the food enters into the United 
States. Keep in mind that several parties may meet the definition of the FSVP-
Importer, however, a requirement for becoming a FSVP-Importer of the program is 
that it must be physically present in the United States and must be a person who lives 
in the United States or has a physical address in the United States. It is not enough to 
have a PO Box, an answering service, or report an address somewhere in the United 
States where the importer is not there. 

The FSVP-Importer is responsible for the food product that enters the United States 
and will be held accountable by the FDA for FSVP compliance. More details for 
determining who can be an FSVP-Importer will be given later in this document but 
let’s look at a couple of examples so this can be better understood.  

In practice, the role of the FSVP-Importer can be played by more than one entity 
and not necessarily the company that receives the product. Let’s go back to the 
example of the fruit and vegetable marketing company in San Diego, California. If this 
company is purchasing and importing a trailer of papayas that it will then sell to the 
highest bidder, this San Diego company meets the definition of an FSVP-Importer and 
must act as such. If these papayas are already sold to a supermarket chain and there 
is a written contract at the time of import, then the supermarket chain also meets the 
definition of FSVP-Importer and either of the two, the marketer or the supermarket, 
can act as the FSVP-Importer. They must decide between them who should be listed 
as the FSVP-Importer on the Customs entry form.

Let’s review another example for the same San Diego marketer. If the papaya from 
that trailer, instead of being sold all to the supermarket chain, will be sold in parts, one 
part to the supermarket chain, another part to a broker in in Los Angeles, California 
and the other part to a restaurant chain, and there is a written sales contract for all 
these sales at the time the product enters the US, the FSVP-Importer could be any 
of the four involved: the San Diego marketer, the supermarket chain, the Los Angeles 
broker or the restaurant chain. There are many other situations where someone else 
can serve as the FSVP-Importer, but this example is very illustrative for the fresh 
produce industry. 

Always remember that the FSVP-Importer has to be identified and predefined in the 
entry documentation when entering the United States.

There are exemptions and modifications from the FSVP which are based on the type 
of food (foods not subject to this rule), country of origin (countries with an official 
recognition or a food safety system equivalent to that of the United States; at this 
time this does not include Mexico), the size of the importer or supplier, and others. 
Some of the exemptions relevant to the papaya industry will be reviewed later in this 
document.
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The FDA developed a flow chart that 
can help you determine whether or not 
you are subject to the Foreign Supplier 
Verification Programs Rule:

• http://www.fda.gov/downloads/
  food/guidanceregulation/fsma/
  ucm472461.pdf

As an importer of papaya and other 
produce, you are probably required to 
comply with the FSVP Rule and if the 
rule applies to you as an importer, you 
will have to establish a FSVP for each 
food that is imported from each of 
your foreign suppliers. In other words, 
if you import papaya, mangoes, lemons 
and avocados, you will need to have a 
program for each of these products and 
for each supplier. It is worth mentioning 
that as an importer, you may request 
information from your foreign suppliers 
or other members of the supply chain in 
order to comply with the requirements 
of the Foreign Supplier Verification 
Programs Rule. For example, the food 
importer in the example above (marketer 
located in San Diego California) can 
use a hazard analysis and third-party 
audit results or reports from the 
produce packer and incorporate this 
documentation into its FSVP, as long 
as some requirements are met that are 
described later in this document.
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Overview of the Foreign Supplier 
Verification Programs (FSVP)

As an importer of papayas and other fresh produce subject to the FSVP Rule, the 
activities and records briefly described below constitute the requirements of the 
Foreign Supplier Verification Program you will need.

• Identification of the Foreign Supplier Verification Program Importer (FSVP-
Importer). The foreign supplier verification program requires that the FSVP-
Importer be identified by their DUNS number at the time of entry of the food.

• Food Hazard Analysis. The hazard analysis of each food (i.e. for papaya, 
avocado, mango, pineapple, etc.) has to include the identification and 
evaluation of the hazards for each food that is imported.

• Foreign Suppliers Evaluation. The importer has to evaluate the performance of 
each of the foreign suppliers. The importer may have several suppliers for each 
product, and they must all be evaluated separately. For example, if the importer 
supplies papayas from a papaya packinghouse under one company name, but 
this packinghouse in turn acquires papayas from 10 different farms and packs 
them for subsequent shipment, then the importer will have 10 different suppliers 
and will have to evaluate all 10 of them. Remember, the supplier is not the 
packer but the grower of the papayas.

• Written Procedures for Approving Foreign Suppliers. There must be written 
procedures to approve foreign suppliers based on each evaluation.

• Written Procedures to Ensure that Only Approved Foreign Suppliers are Used. 
There must be written procedures to ensure only approved foreign suppliers are 
used (although there are limited exceptions). There is no right or wrong way to 
write a supplier approval and use procedure; the rule is flexible and allows each 
importer to determine the nature of his procedures and activities to comply 
with the FSVP.

• Adequate Verification Activities. It is necessary to develop and carry out 
appropriate verification activities based on the hazard analysis and supplier 
evaluation and evaluate the results of these activities.
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• Corrective Actions. If it is determined during the supplier verification 
activities that the suppliers are not complying with what was requested, there 
are deviations from the activities required of each supplier or there is some 
circumstance that has not been taken into account in the plan, then corrective 
actions must be implemented.

• Records and Documentation. Each importer must also maintain and review the 
records and documentation required by the FSVP.

• Reassessment of the Foreign Supplier Verification Program. The foreign 
supplier verification program must be reevaluated, either for cause or at least 
every 3 years.

This guide will describe all of these activities in detail.

FSVPs include all records and documentation that demonstrate compliance with the 
applicable requirements of the foreign supplier verification program for an imported 
food and a particular foreign supplier. The foreign supplier verification program and 
the performance of each of the activities required by the FSMA FSVP Rule must be 
performed by one or more Qualified Individuals.
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FSVP Standard Regulatory 
Definitions Relevant to the 
Papaya Industry

It is very important that the user of this guide is clear that there are some very 
specific regulatory definitions that apply to the words and concepts used in the Rule 
and therefore in this guide. For example, “very small importer” may have a specific 
meaning for the reader, but for legal purposes the definitions contained in §1.500 of 
the FSVP Standard will be used. The Spanish version of this guide presents a Spanish 
translation that is as faithful as possible to the English version; however, the official 
version is the original source in English that can be found in the following website and 
also in the Appendix A:

https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=61d1dc-
6c973addfe-46beba009994a51&mc=true&n=sp21.1.1.l&r=SUBPART&ty=HTM-
L%23se21.1.1_1512#se21.1.1_1500

FSVP Rule Exemptions 

The regulation includes exemptions that may apply to your company, such as those 
that apply to very small importers or importers when importing food from a very 
small foreign supplier. 

A very small importer means:

(1) With respect to the importation of human food, an importer (including any 
subsidiaries and affiliates) averaging less than $1 million per year, adjusted for 
inflation, during the 3-year period preceding the applicable calendar year, in sales 
of human food combined with the U.S. market value of human food imported, 
manufactured, processed, packed, or held without sale (e.g., imported for a fee); 
and, 

(2) With respect to the importation of animal food, an importer (including any 
subsidiaries and affiliates) averaging less than $2.5 million per year, adjusted for 
inflation, during the 3-year period preceding the applicable calendar year, in sales 
of animal food combined with the U.S. market value of animal food imported, 
manufactured, processed, packed, or held without sale (e.g., imported for a fee).
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If you are considered a “very small importer” or you import food from a very small 
supplier, there are certain modifications to the requirements that you must meet. 
A very small supplier is one that falls within the definition of a “qualified facility”. 
A qualified facility means (when including the sales by any subsidiary; affiliate; or 
subsidiaries or affiliates, collectively, of any entity of which the facility is a subsidiary 
or affiliate) a facility that is a very small business as defined in this part, or a facility to 
which both of the following apply:

(1) During the 3-year period preceding the applicable calendar year, the average 
annual monetary value of the food manufactured, processed, packed or held at 
such facility that is sold directly to qualified end-users (as defined in this part) 
during such period exceeded the average annual monetary value of the food sold 
by such facility to all other purchasers; and

(2) The average annual monetary value of all food sold during the 3-year period 
preceding the applicable calendar year was less than $500,000, adjusted for 
inflation.

A very small supplier can also be a “farm” that:

• Has an average annual monetary value of produce sold during the previous 
3-year period of more than $25,000 (on a rolling basis), adjusted for inflation 
using 2011 as the baseline year for calculating the adjustment.

• Has a qualifying exemption from the FSMA Produce Safety Rule.

If you meet these definitions, see Appendix B for a summary of the modified 
requirements.
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Other Modifications and 
Considerations with the 
FSVP Rule

The regulation states that certain importers who are also manufacturers/processors 
are considered in compliance with most of the FSVP requirements if they:

• Meet the requirements of the supply chain program under the FSMA Preventive 
Controls Rule.

• Implement preventive controls for food hazards in accordance with the 
requirements of the FSMA Preventive Controls Rule; or

• Are not required to implement preventive controls under this rule in certain 
specific circumstances. For example, when the type of food cannot be 
consumed without the application of a preventive control (such as coffee 
beans), or when the customer will significantly minimize or avoid the identified 
hazards and comply with the information and written guarantee requirements.

• Importers are not required to evaluate the food and the supplier or to perform 
supplier verification activities if they receive adequate assurance that an entity 
further in the distribution chain, such as the importer’s customer, is processing 
the food to ensure the safety of the food in accordance with applicable 
requirements (e.g., thermal processing). Importers must also report in the 
documents accompanying the food that the food has not been processed to 
control the identified hazard.

 
Warehouses that store and trade fresh produce could be subject to the preventive 
controls rule, so it is necessary to review each particular case to determine if what is 
described above applies to them. In any case, the guide presents a strong supplier 
verification program that can be incorporated into what a company already has and 
can help make a company’s supply chain program stronger.

An often-asked question is what happens when a company does not comply with the 
FSVP program? Section 1.514 of the rule describes some of the consequences for not 
complying with the requirements of the FSVP Rule, and these are presented below.

 



Guide to Develop and Implement Foreign Supplier Verification Programs (FSVP) for Importers of Mexican Papaya | 2021 

16

It is important to note that the importation or offering for importation into the United 
States of an article of food without the importer having an FSVP that meets the
requirements of the rule are a violation of the law. The FDA has already sent warning 
letters to various importers for not having an FSVP developed and implemented. 
Examples of these warning letters which include a description of the deviations can 
be found in the following links:

• https://www.fda.gov/inspections-compliance-enforcement-and-criminal-
investigations/warning-letters/dinamix-distribution-llc-594265-12122019

• https://www.fda.gov/inspections-compliance-enforcement-and-criminal-
investigations/warning-letters/swagath-home-foods-llc-594166-01072020

• https://www.fda.gov/inspections-compliance-enforcement-and-criminal-
investigations/warning-letters/brodt-zenatti-holdings-llc-583679-07302019

It is very important that companies consider the following regulatory considerations 
for compliance with the FSVP Rule. 

An article of food is subject to being denied admission to the United States if:

• It appears that the importer of that food fails to comply with the FSVP rule with 
respect to that food.

• There is no U.S. owner or consignee of an article of food at the time the food is 
offered for entry into the United States. An article of food may not be imported 
into the United States unless the foreign owner or consignee has appropriately 
designated a U.S. agent or representative as the importer.

• In the event that there is no US owner or consignee, and the import information 
is rejected by customs, an error message will be generated in the system, so 
that the declarant can make the necessary adjustments and retry the import.

In addition, the FDA can take some additional steps in the event that an adulterated 
food enters the United States, including:

• Require a product recall
• Retain and possibly destroy the adulterated product
• Establish an import alert for the food, so that all future shipments of this 

product will be detained without conducting a physical examination (Detention 
Without Physical Examination, DWPE)
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Development of the Model FSVP ProgramDevelopment of the Model 
FSVP Program

This section of the guide presents a model FSVP for a fictitious papaya import 
company. The information in this example is for training purposes only and does not 
represent an actual company. The development of an FSVP has to be specific to each 
company, so it is very unlikely that this plan can be applied as is and without major 
modifications to make it fit the operation of a real food importer in the United States.

The model FSVP presented in this guide includes two types of information: (1) 
additional or optional information that will help you understand the operation of the 
fictitious company and (2) information that is considered a regulatory requirement 
and will be presented as activities and records applied to the fictitious company. The 
model FSVP of the fictitious company includes 10 main activities that are described 
individually in the document and each of these corresponds to one or more sections 
of the FSVP Rule. In some of these activities, background information is described 
at the beginning. This regulatory information is useful to understand how the FSVP 
can be structured. Next the development of the model FSVP plan for the fictitious 
company is outlined.
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Model Foreign Supplier 
Verification Program 
Development Activities

The model foreign supplier verification program includes the following activities 
and corresponding records. Each activity will be developed further for the fictitious 
company.

• Activity 1. Description and General Characteristics of the Company 

(recommended activity).

• Activity 2. Identification of the Importer on the Foreign Supplier Verification 

Programs (FSVP - Importer) (§1.509 of the FSVP Rule and Importer Definition in 

§1.500 of the FSVP Rule).

• Activity 3. Assignment of Qualified Individuals to Carry Out the Different 

Activities of the FSVP (§1.503 of the FSVP Rule).

• Activity 4. Food Hazard Analysis (§1.505 of the FSVP Rule).

• Activity 5. Foreign Suppliers Evaluation (§1.505 of the FSVP Rule).

• Activity 6. Written Procedures to Approve Foreign Suppliers and to Ensure that 

Only Approved Foreign Suppliers are Used (§1.505 of the FSVP Rule). 

• Activity 7. Appropriate Verification Activities (§1.505 of the FSVP Rule).

• Activity 8. Corrective Actions (§1.508 of the FSVP Rule).

• Activity 9. Records and Documentation (§1.510 of the FSVP Rule).

• Activity 10. Reassessment of the Foreign Supplier Verification Programs  

   (§1.505 of the FSVP Rule).

The entire FSVP for Toto’s Produce is presented in Appendix C.

Note to the reader: There is no predetermined format for the development of the 
FSVP. Each food importer can adapt the requirements of the FSVP Rule to the format 
that best suits them as long as the requirements contained within the Rule are met 
and the safety of the imported product is guaranteed.
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Activity 1. 
Description and General Characteristics of the Company

Background
It is recommended, although not mandatory, to include a brief description of the 
company that outlines the activities, products sold and the company organizational 
chart in the FSVP. This is information that you most likely already have and can be 
useful but remember that having a description of the company is not a regulatory 
requirement.

Model Foreign Supplier Verification Program

Toto’s Produce LLC is a food importer and seller of mainly fresh produce imported 
from Mexico. In the last 5 years it has focused on the importation of Mexican papayas. 
The company began operations in 2010 and is headquartered at 1320 Fresh Avenue, 
Suite 205 in El Paso, TX. Toto’s Produce operations are carried out at its facilities, 
which consist of 1 warehouse of 20,000 square feet with five loading and unloading 
platforms, 2 refrigeration chambers and a central area for receiving/shipping, 
packaging and repacking the product. The company does not have its own transport 
and all product deliveries are made through a transport company. 11 people work in 
the company: 5 administrative employees including sellers and buyers, 3 people who 
operate in the warehouse including the person in charge of food safety, 2 people who 
constantly travel to the production areas in Mexico where Toto’s Produce is supplied, 
and 1 food safety professional. The company is an active member of the Texas 
International Produce Association (TIPA) and the United Fresh Produce Association 
since 2015. The company operates 6 days a week in a single shift. Cleaning and 
sanitation of all areas is done following a master cleaning schedule. In addition, each 
employee receives the necessary training to perform their daily activities correctly, 
according to their job responsibilities, and no employee works when they are ill. When 
it is necessary to repackage product, a personnel company is hired which sends 5 
employees already trained in the quality and safety policies of Toto’s Produce.
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The company has an active papaya import program that is summarized in the 
following table:

Summary of the papaya program

Product and packaging description

Intended use and intended consumers

Shelf Life

# Number of suppliers

FSVP - Importer

Approved by

Date and signature

Storage and distribution
Note: Each company determines these 
parameters on the needs of their 
product and their supply chain logistics.

Papayas of the Maradol variety in their 
natural form, unprocessed, packed in 35 
pounds corrugated cardboard boxes. 
The number of pieces / boxes depends 
on the size of the papayas.

Fresh consumption, no cooking required. 
The target consumer is the general 
public of all ages, not including infants.

10 suppliers 

Toto’s Produce, LLC

The shelf life of the product depends 
on the ripeness of the fruit. Once ripe, 
approximately 7-10 days at refrigeration 
temperature. Note: the product can 
be stored at different temperatures 
depending on the required ripeness level 
of the fruit, and each company has its 
defined procedures.

Distribution: 50°F – 55°F
Storage: Can vary depending on the level 
of ripeness of the fruit.
Unripe: 55°F – 60°F to reduce the 
ripening process or at room temperature 
to ripen the product.
Ripe: 50°F – 55°F or room temperature.
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Background
The next activity in the FSVP is to determine who will be the FSVP-Importer. The 
premise of the Rule is that importers now have a shared responsibility for the safety 
of the food products they are importing. The definition of the FSVP-Importer is very 
important since the entity identified as such will be the person responsible to FDA 
for compliance with the Foreign Supplier Verification Program (FSMA-FSVP Rule). 
Let’s review in detail what the FSVP-Importer is and how to determine who it is in the 
example of Toto’s Produce, LLC.

The definition of importer in the FSVP Rule refers to the U.S. owner or consignee of an 
article of food that is being offered for import into the United States. The U.S. owner 
or consignee is the person in the United States who, at the time of U.S. entry, either 
owns the food, has purchased the food, or has agreed in writing to purchase the food. 
If there is no U.S. owner or consignee of an article of food 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, as confirmed in a signed statement of consent to serve as the FSVP –
importer.

There are some additional details to determine the FSVP-Importer. It must be an 
entity that is located in the United States, and it must be a person who lives in the 
United States or has a physical address in the United States. It is not enough to have 
a PO Box, an answering service, or reporting an address somewhere in the United 
States where the importer is not physically present. Remember that the FSVP-
Importer will be the point of contact and will be responsible for having the FSVP for 
the food that is being imported, so it is very important to define who will be assigned 
this responsibility.

Let’s review another example to better illustrate who can be the FSVP-Importer. 

If Toto’s imports the papaya and then sells to the highest bidder, Toto’s Produce is the 
FSVP-Importer. But if a supermarket already has a written contract with Toto’s Produce 
for these papayas, then both Toto’s Produce and the supermarket meet the FSVP-
Importer definition, although only one of them will do it. Since Toto’s Produce has 
employees visiting the operations in Mexico, and the supermarket has no relationship 
with the farms, Toto’s Produce is in a better position to be identified as the FSVP-
Importer. The key is to communicate and decide who the FSVP-Importer will be. 

Activity 2. 
Identification of the Importer on the Foreign Supplier 
Verification Programs (FSVP - Importer) (§1.509 of the FSVP 
Rule and Importer Definition at §1.500 of the FSVP Rule).
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Remember, the FSVP-Importer has to be identified and predefined in the entry 
documentation when entering the United States. Another very important point to 
consider is that the FSVP-Importer is NOT always the same as the U.S. Customs and 
Border Protection (CBP) importer of record. 

The CBP importer of record is the person responsible for paying tariffs and complying 
with the clearance formalities (it can be a national resident or a foreigner). The FSVP-
Importer is the entity that the FDA will hold responsible for compliance with the FSVP 
Rule. The main difference between the FSVP-Importer and the CBP importer of record 
is that the FSVP-Importer has to be in the United States.

If the CBP importer of record is located in the United States then they could also be 
the FSVP-Importer, although they do not necessarily have to be both. For this reason, 
communication and negotiation between the different parties involved in the process 
of importing and marketing food is very important to determine what role each one 
has in the process of importing food to the United States and in the commercial 
transaction.

Finally, compliance by the FSVP-Importer with the legal requirements of FSMA’s FSVP 
Rule will be monitored by the FDA through an inspection program within the United 
States.

The identification of the FSVP-Importer at the time of entry of a food into the United 
States is a legal requirement, so it is necessary to have already determined who the 
FSVP-Importer is and include it in the electronic filling of CBP documents for each 
food. If it is not included, there may be problems or rejections in the electronic filling 
of the food entry documents. It is very important that the person who is responsible 
for the electronic filling of CBP documents knows who the FSVP-Importer for that 
food import will be.

By law the FDA has to develop and publish a list of FSVP-Importers. The agency has 
been building a database of FSVP-Importers with the information compiled by CBP. 
All companies included on this list are importers that are subject to FSVP regulations. 
This database is periodically updated and can be found at:

https://www.fda.gov/media/119312/download

Please review this list to make sure you are not included in this database if your 
company has never agreed to be the FSVP-Importer. United Fresh has published a 
resource for companies who believe they have been listed in error: 

https://www.unitedfresh.org/content/uploads/2020/07/FSVP-Importer-list-
guidance.pdf
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There are regulatory requirements for how the FSVP-Importer must be identified 
upon entry of the food into the United States.

• During the electronic filling of CBP documents for each food line presented for 
import into the United States, the following information will be requested for 
the FSVP-Importer:

Entity name
E-mail
Unique identifier of the facility. Currently the identifier is the DUNS number.

• If there is no FSVP-Importer upon entry, the owner or consignee of a food must 
designate an agent or representative in the United States to act as the importer 
of the food for the purposes of the definition of “Importer” contained in § 1.500 
of the FSVP Rule. This was discussed in the previous section. In this case, the 
same information in the above bullet must be provided, and the US-based agent 
will be responsible for implementing the FSVP. 

The Rule requires each FSVP-Importer to have a unique facility identifier that is 
acceptable to the FDA. As mentioned above, currently the unique identifier is the 
DUNS number and each FSVP-Importer must have one. The DUNS number should be 
associated with the person/company who is listed as the FSVP-Importer.

The DUNS number (Data Universal Numbering System) is a unique nine-digit number 
that identifies each business entity throughout the world. The number belongs to a 
system developed and administered by Dun & Bradstreet (D&B).

The DUNS number is specific to each location of the company, so if your company 
operates facilities in multiple locations, it is necessary to obtain numbers for each of 
them. The DUNS number can be obtained free of charge on the website:

https://www.dnb.com/duns-number.html or https://www.dnb.com/choose-your-
country.html

Model Foreign Supplier Verification Program

For the purpose of this example, the FSVP-importer for all incoming shipments 
received by Toto’s Produce is Toto’s Produce (as opposed to any of their customers; 
as explained earlier, in some cases more than one company can meet the definition 
of an FSVP-Importer). The company already has its DUNS number (XXX-XXX-XXX) 
and its facilities and personnel are located in El Paso, Texas. Toto’s Produce will be 
responsible for having the Foreign Supplier Verification Programs for the papayas it 
imports from Mexico.
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Background
According to the FSVP Rule, a Qualified Individual has to develop the FSVP of 
the importing company and perform each of the activities required in the Rule. A 
Qualified Individual is a person who possesses the education, training, or experience 
(or a combination of these elements) necessary to carry out an activity required 
under this subpart, and who can read and understand the language of any record 
that they need to review when performing these activities. A Qualified Individual 
may be, but not exclusively is, an employee or external contractor of the importer. A 
government employee, including a foreign government employee, can be a Qualified 
Individual. It is possible to become a Qualified Individual through experience and 
knowledge of the law, in which case you will be evaluated as a Qualified Individual 
based on your program’s compliance.

The activities of the Qualified Individual in the FSVP-Importer program will be 
described throughout this document and as appropriate to each section of the 
program.

A Qualified Individual can do one, two, or all of the activities required in the FSVP 
Rule. The key is that the Qualified Individual has the skills and abilities necessary 
to carry out the specific task they are performing. The company may need to have 
more than one Qualified Individual to carry out the different activities, always 
in coordination with the Qualified Individual who has overall responsible for the 
importer’s FSVP.

The company needs to demonstrate that the Qualified Individual(s) comply with the 
training and/or experience that qualifies them to develop and carry out the activities 
of the FSVP based on the Rule. If the Qualified Individual is a consultant, the company 
should have information to support their training and/or experience.

Model FSVP program

Although it is not a requirement of the FSVP Rule, it is recommended that you make 
a list of the activities that one or more Qualified Individuals will carry out. This team 
or group of Qualified Individuals will be in charge of developing and executing the 
hazard analysis, evaluating suppliers, determining and performing supplier verification 
activities, and reviewing any other documentation pertinent to the FSVP. Another 
critical function of the food safety team is the implementation and coordination of 
FSVP activities.

Activity 3. 
Assignment of Qualified Individuals to Carry Out the Different 
Activities of the FSVP Programs (§1.503 of the FSVP Rule).
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The following table is an example of how to document and organize the activities of 
Qualified Individuals.

The Qualified Individual of Toto’s Produce is Celestina Molina, a full-time employee of 
the company with extensive experience in consulting companies in the development 
of food safety programs and doing third party audits. Celestina will also be in charge 
of doing or supervising the review of activities related to the program when these 
are carried out by another entity (for example, if a qualified individual at one of the 
papaya suppliers performed the hazard analysis, Celestina would be responsible for 
the review of the hazard analysis by Toto’s Produce). Additionally, Celestina Molina 
is fully bilingual and able to read and understand the language of the records that 
are being reviewed, in this case English or Spanish. It is required by the rule that the 
Qualified Individual who reviews records be able to understand the language of the 
records being reviewed. 

Name Job Qualified
Individual Activities

Celestina Molina YesQA
Hazard analysis, supplier 
evaluation, review of 
procedures, records 
review
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Background
The basis for determining the various activities of the FSVP is the hazard analysis. 
According to the Rule, a hazard in a food for human or animal consumption is any 
biological, chemical (including radiological) or physical agent with the potential to 
cause disease or injury in the absence of its control.

The hazard analysis is the focal point of the FSVP. All risk mitigation and control 
strategies are largely based on the outcome of the hazard analysis. When performing 
the hazard analysis, it is important that all decisions be based on scientific 
information, which means using reliable technical information to aid in decision 
making. Avoid conducting hazard analysis based only on assumptions. Always use 
scientific information that supports the conclusions you reach. Such sources of 
information may include:

• Government websites (FDA, USDA, CDC)
• Indexed scientific journal publications
• Trade associations (United Fresh, PMA)
• Consultants and experts in the field
• University websites
• Other sources that have high reliability and scientific support

Specific sources that can help you identify the different hazards for different foods 
include:

• The Draft Guidance for Industry: Hazard Analysis and Risk-Based Preventive 
Controls for Human Food. This FDA guide provides hazard information for 
different foods and can be used as a resource for performing a hazard analysis.
 

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInfor
mation/ucm517412.htm 

• The FDA Reportable Food Registry (RFR) gathers information from industry 
and public health authorities about the different hazards that may be present 
in food. This document focuses primarily on biological hazards that are likely 
to cause serious adverse health consequences or death in humans or animals. 
Incidents of undeclared allergens are also reported, and these represent a third 
of the reports.

http://www.fda.gov/Food/ComplianceEnforcement/RFR/default.htm 

Activity 4. 
Food Hazard Analysis (§1.505 of the FSVP Rule)
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• The FDA Bad Bug Book contains scientific and technical information on the 
major pathogens that cause foodborne illness.

http://www.fda.gov/Food/FoodborneIllnessContaminants/CausesOfIllnessBadBug
Book/ 

• The FDA’s website for import alerts contains information on products that 
appear to be not in compliance with the laws and regulations of the United 
States. 

https://www.fda.gov/industry/actions-enforcement/import-alerts 

Before we move on to the model FSVP, let’s review and understand basic information 
about import alerts.  

The Food and Drug Administration issues an import alert whenever it determines that 
there is enough evidence or other information to conclude that a food product could 
be adulterated or misbranded or in violation of FDA laws and regulations. In addition 
it informs FDA field staff and the public that there may be a product appearing in 
violation of the regulation. The import alert allows for Detention Without Physical 
Examination (DWPE) of products subject to it. Whenever there is a DWPE, the 
product is detained without physically examining it at the time of entry.  

There are many categories for different import alerts: country- or area-wide, 
manufacturer/product specific, shipper, country/worldwide area. Depending on 
the type of import alert the FDA may detain without physical examination certain 
products offered for entry from the specified country or area or from certain products 
from specific manufacturers, from certain products from shippers or even from certain 
products from all countries outside of U.S.

It is very important to mention that there is an import alert for Mexican papaya from 
all regions of the country due to Salmonella. Import alert #21-17 with the most recent 
publication date of February 22, 2021 (Countrywide detention without physical 
examination of papaya from Mexico).

https://www.accessdata.fda.gov/cms_ia/importalert_721.html 

Depending on the specific import alert, products can still be imported into the U.S. 
if the importer has demonstrated that the product is in compliance, and they can be 
placed on a green list. Companies on the green list have met criteria for exemption 
from Detention without Physical Examination (DWPE) under an import alert. 
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There are some papayas from companies that received an exemption from the 
country-wide import alert. The firms/papayas that are allowed to be imported are 
on the green list of this import alert. Therefore, it is very important to only import 
papayas from farms/companies that are on the green list of the Mexican papaya 
import alert. Importers must perform an extensive due diligence when buying papayas 
from intermediaries to make sure these are only obtained from farms who are on the 
green list and grown under the activities that allowed that farm to be placed on the 
green list. 

Model Foreign Supplier Verification Program

At Toto’s Produce LLC and at any company that acts as an FSVP-Importer, the hazard 
analysis must be done by a Qualified Individual who is authorized to identify and 
evaluate the risks of the papayas imported by Toto’s Produce. The Qualified Individual 
of Toto’s Produce is Celestina Molina, a full-time employee of the company with 
extensive experience in consulting companies in the development of food safety 
programs and doing third party audits. Celestina will also be in charge of making or 
supervising the review of activities related to the program when these are carried out 
by another entity (for example, if a qualified individual at one of the papaya suppliers 
performed the hazard analysis, Celestina would be responsible for the review of the 
hazard analysis by Toto’s Produce).

In this example, Toto’s Produce performed the hazard analysis instead of relying on a 
supplier’s qualified individual. The following are the four steps on how the Qualified 
Individual for Toto’s Produce developed the hazard analysis. Following this detailed 
description, we will review the worksheet used for the hazard analysis, which was 
obtained from the Food Safety Preventive Control Alliance (FSPCA).

Step 1. All physical, chemical and biological hazards known or reasonably likely to 
occur in the food are identified.

Since Toto’s Produce is importing a raw agricultural product (fresh papaya), it is not 
necessary to determine if there are any biological hazards of interest to the papaya 
that require a control. This is because papaya is subject to the requirements of the 
FSMA Produce Safety Rule (Part 112 - Standards for the Growing, Harvesting, Packing, 
and Holding of Produce for Human Consumption). In this Rule, biological hazards 
require measures for their control and the compliance with the requirements are 
outlined. However, the Qualified Individual of Toto’s Produce has to determine if 
there are any other types of hazards (physical or chemical) for papaya that require a 
control.

Simply stated, the need to determine biological hazards is omitted because this work 
has already been done and the requirements of the Produce Safety Rule include the 
controls necessary to significantly minimize or prevent biological hazards. The Rule 
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requires the grower to control biological hazards in papaya. They are assumed to 
exist, and suppliers (growers) must manage them by implementing the PSR.

Step 2. All the risks and hazards associated with papaya are evaluated, including 
the following:

• The possibility that papayas contain physical, chemical and/or biological 
contaminants that may be present naturally.

• Whether papaya can be contaminated due to the nature of the product and 
potential failures in its processing.

• The geographical area where the papaya comes from.
• If the supply contains raw materials associated with food safety hazards, for 

example: What type of pesticides are used by the supplier?
• The storage conditions that each raw material requires.

In addition to assessing the likelihood of the hazard occurring, the Qualified Individual 
also reviews and evaluates the health consequences for consumers if these risks and 
hazards are not controlled, in other words, the severity of the hazard.

Step 3. A determination is made if the hazard that was identified and assessed 
requires any control.

After considering the possibility of the hazards occurring and their consequences for 
consumers’ health, a decision is made whether this identified risk and hazard requires 
a control.

Step 4. Justification and documentation of the situation are made.

All decisions made must be justified and documented by the Qualified Individual.

The hazard analysis sheet below can serve as a template for your hazard analysis. This 
document is only a model that was used in the hazard analysis of Toto’s Produce. In 
this hazard analysis, the four steps mentioned above were carried out. Each company 
has to work its own hazard analysis to match its own operations and can use any 
format to do their own hazard analysis. Remember that Toto’s Produce only imports 
papayas; if you import different types of food, you will have to do a hazard analysis 
for each of your applicable products.

Furthermore, if another entity or company such as your supplier abroad performs the 
hazard analysis, you can meet the rule requirements only by reviewing or evaluating 
the analysis performed by that entity. The hazard analysis review and evaluation must 
include documentation indicating the analysis was done by a Qualified Individual and 
that its review was also done by a Qualified Individual designated by Toto’s Produce.
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Hazard Analysis Sheet

** If another entity performs the hazard analysis, you may meet the requirement of determining if there are hazards that 
require control by reviewing/evaluating the analysis performed by that entity. Your review / evaluation of the analysis 
must include documentation indicating that the analysis was performed by a qualified individual.

IMPORTER APPROVAL      Celestina Molina       APPROVAL DATE

FSVP Papaya Hazard Analysis (§1.505 of the FSVP Rule) - Sample Form

IMPORTER NAME: Toto’s Produce LLC DATE: FEBRUARY 14th 2021

ADDRESS: 1320 Fresh Avenue Suite 205 El Paso, TX 79936

(1) Food/Food 
product

Fresh Papaya

Fresh Papaya

Fresh Papaya

The hazard analysis was done by another entify (if yes, 
please describe your evaluation of the analysis and 
include the entity´s name, address, email address and the 
date of the analysis)**

* All supporting documentation must be attached to this form.

NO, the hazard analysis was done by the qualified individual 
from Toto’s Produce (Celestina Molina). Celestina’s 
credentials demonstrating her ability are in the employee´s 
file.

Pathogenic 
microorganisms 
such as Salmonella 
and others.

Presence of 
pesticide residues 
in papaya above 
the maximum 
residue limits.

Extraneous 
materials like snails 
and debris.

Farm* during 
growing
and packing.

Farm* during 
growing.

The presence 
of pathogenic 
microorganisms in 
papaya has caused 
foodborne illness.

Pesticide residues 
on papaya above 
the MRLs or 
pesticides that are 
not approved can 
occur sporadically, 
mainly in less 
sophisticated farms.

Low risk since 
control occurs in 
the field through 
cultural practices 
and packing 
personnel are 
trained to identify 
them during papaya 
packing operations. 
Customers and 
consumers can 
readily identify and 
remove them, so 
they will not cause 
illness and injury.

At a minimum the 
application of the 
FSMA Produce 
Safety Rule and 
Annex A. Emphasis 
will be placed 
on the sanitary 
quality of water, 
correct use of 
disinfectants and 
employee hygiene 
and training. 

Pesticide 
application 
controls in the 
field.

(2)
Identify potential 

food safety hazards 
introduced, controlled 

or enhanced at this step 
B = Biological,

C = Chemical (including 
radiological)
P = Physical

(3)
Do any 

potential food 
safety hazards 

require a 
preventive 
control?

Yes

X

X

X

B

C

P

No

(4)
If yes, by whom?

*For purposes 
of FSMA 

Produce Safety 
Rule, papaya 
packinghouse 

are considered a 
farm.

(5)
Justify your decision 

for column 3

(6)
Describe the 
nature of the 

controls

QUALIFIED INDIVIDUAL APPROVAL: C. Molina
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Activity 5. 
Foreign Suppliers Evaluation (§1.505 of the FSVP Rule)

Activities 5 and 6 are closely related, so the background will be explained in each of 
the sections and the example of the model plan will be included at the end of the two 
sections.

Background
The next requirement in the FSVP is the performance evaluation and approval of 
foreign suppliers. The FSVP Rule requires that suppliers be approved before the food 
they produce can be imported. In other words, Toto’s Produce CANNOT introduce 
papaya to the United States until the supplier is approved following a written 
procedure. In the case of papayas, the hazard analysis showed that the hazards that 
need to be controlled are pathogenic microorganisms and the presence of pesticide 
residues above the maximum residue limits (MRLs).

This FSVP activity (#5) is intended to document and determine how these hazards 
are being controlled and if the supplier should be approved. To approve a supplier 
and determine the appropriate verification activities, the Qualified Individual for Toto’s 
Produce must evaluate the supplier’s performance and the risk to food, always taking 
into account the hazard analysis and who controls the hazard.

In the case of papayas, the hazards are always controlled at the papaya farms (the 
growers, who are considered the “suppliers” by the rule). Keep in mind that papaya 
packinghouses are considered part of the farm when they are located on the farm, 
and also in many cases when they are located away from the farm.

The supplier’s performance evaluation must consider the following factors:

• The supplier’s procedures, processes and practices related to food safety.
• Relevant information related to FDA regulations applicable to the supplier and 

the supplier’s compliance with them, including whether the supplier is subject 
to an FDA warning letter, import alert, or any other FDA compliance action 
related to food safety.

• The foreign supplier’s food safety record including food analysis results, food 
safety audit results, and their responsibility to address and correct food safety 
problems.

• Any other relevant factors such as storage or transportation practices, or 
packinghouse operations if done by a different company or different farm.

In addition, you will need to verify that the foreign supplier has controls in place to 
minimize the identified risks.
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Before importing papayas, Toto’s Produce must approve each of the suppliers in 
Mexico based on the hazard analysis by doing the following activities:

Step 1. Determine who is controlling the hazards that were identified in the hazard 
analysis. The identified hazards are controlled at the farm and at the papaya 
packinghouse. 

Step 2. Determine what are the regulations applicable to foreign suppliers. This 
information will be placed in the general suppliers list along with name of each 
supplier. 

Step 3. Examine and evaluate foreign supplier compliance with U.S. regulations.

Step 4. Examine and evaluate the foreign supplier’s food safety practices and history.

Step 5. Approve each supplier based on the risk they represent. 

Step 6. Transfer the evaluation to a written procedure (next section).

Activity 6.
Written Procedures to Approve Foreign Suppliers and to 
Ensure that Only Approved Foreign Suppliers are Used 
(§1.505 of the FSVP Rule).

Model Foreign Supplier Verification Program

Step 1. Determine what food safety hazards are relevant to papayas and who 
controls the hazard

In the case of papayas, the hazards that require a control are pathogenic 
microorganisms and the presence of pesticide residues above the MRLs.

These hazards are controlled at the farm and the packinghouse. For purposes of the 
FDA regulation (FSMA Produce Safety Rule), packinghouses that pack their own 
papaya that they grow are considered “farms” and therefore both the place where 
they are grown and the packinghouse would have to comply with the Produce Safety 
Rule and also implement practices to ensure that their product is not adulterated. A 
pesticide residue above the maximum residue limits (MRL) is considered an adulterant 
which means that this papaya should not enter the market. There are some other 
regulatory requirements that should be met, such as Annex A of the Measures to 
Reduce the Risk of Contamination by Salmonella during the Cultivation, Harvest and 
Packaging of Papaya of the SENASICA Action Plan for papaya (Carica Papaya L.)

A
ct

iv
it

y 
6



Guide to Develop and Implement Foreign Supplier Verification Programs (FSVP) for Importers of Mexican Papaya | 2021 

33

Step 2. Determine what regulations are applicable to Toto’s Produce’s suppliers

For the purposes of this model FSVP, a list with general information about Toto’s 
Produce’s papaya suppliers must first be generated. It is Toto’s Produce’s policy that 
all papayas must come from approved suppliers which have gone through the supplier 
evaluation procedure. Occasionally and due to shortages, Toto’s Produce buys papayas 
from farms on the list or from an intermediary located in Ciudad Juárez, Chihuahua. 
Information about the suppliers is included on the list and all new suppliers will be 
incorporated into this table.

General suppliers list for Toto’s Produce. This table shows the suppliers for Toto’s Produce.

Name of the company or 
person, physical address 
and contact person 
(24/7/365)

Supplier # 1 - Grupo 
Armería Calle 
Venustiano Carranza 
#2407 Tecoman, Colima
Javier Solis
j.solis@grupoarmeria.com
Cellphone:614 111 1111

Supplier # 2 - 
Comercializadora de 
Frutas Tropicales

Supplier # 3 - 
Productores de Frutas 
Tropicales

Supplier # 4 - 
Hermanos Cruz

Supplier # 5 - Saúl 
Quiñones

Supplier # 8 - Papayas 
Fashion

Supplier # 6 - María 
Fuentes

Supplier # 9 - Special 
Fruits

Supplier # 7 - La Serena

Supplier # 10 - 
Frutipapaya

Supplier # 11 - 
Yumipapaya

Supplier # 12 -  Big 
Papaya

What is the company´s role 
in the papaya supply chain?
Only Grower (G), Grower 
with Packinghouse (G/P), 
Distributor (D)

G

D

G/P

G/P

G/P

G/P

G/P

G/P

G/P

G/P

G/P

G/P

Years as a 
supplier

1.5

2.25

1.33

2.5

New

0

5

0

15

0

0

0

Is this company 
approved?
Yes / No

Yes

Yes

Yes

Yes

Yes

No

Yes

No

Yes

No

No

No

Applicable food safety laws and 
requirements

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

Preventive controls for human food. 
This company is a distributor and 
does not meet the definition of 
“supplier” for FSVP. The foreign 
supplier is each farm supplying 
papaya to this intermediary/
distributor. For this specific exporter 
Toto’s Produce either needs to get 
this information from the grower, or 
Toto’s must review this information 
from the intermediary.
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Use of unapproved suppliers

Sometimes obtaining papayas from suppliers that are not on the list of approved 
suppliers is necessary. Purchases are made from unapproved suppliers when product 
is in short supply or an unexpected event occurs. The FSVP Rule allows the use of 
unapproved suppliers on a temporary basis, when necessary, as long as they are 
subject to adequate verification activities prior to the importation of the food. 

Toto’s Produce rarely purchases fresh papayas from a supplier that is not on the 
approved supplier list. However, from time to time it is necessary to find a “short term” 
supplier if no other approved supplier can cover an emergency. 

The minimum requirements for these suppliers are described in the supplier approval 
and evaluation document. The papayas that come from these suppliers can only be 
used for a defined period of time when the normal supply is not available (production 
problems associated with natural disasters, etc.) and must fulfill all the requirements 
described for approved suppliers. Although there is no guideline to define ‘temporary,’ 
an unapproved supplier is expected to become approved as quickly as possible.

Steps 3 and 4 are described in the standard operating procedure “Supplier approval 
and evaluation program” by completing the questionnaire for papaya suppliers and 
the supplier investigation and evaluation of compliance with U.S. regulations.

Examination and assessment of the supplier’s compliance with US regulations

This section examines and evaluates FDA information such as import alerts and 
warning letters that could provide relevant information to determine the foreign 
supplier’s compliance with U.S. regulations. Each supplier should be examined in the 
the FDA portal by the following activities:

https://datadashboard.fda.gov/ora/fd/index.htm

1. Click on “Search Firm Information (the yellow bar)”.

2. In the space, type the name of the company or the FEI (FDA Establishment 
Identifier).

3. Once the company is found on the portal, carefully review the company profile 
(foreign supplier). You will be able to find information about the FDA’s actions 
and interactions with the company over time, inspections, compliance actions, 
product recalls, import rejections, import alerts and warning letters.

4. Review this information carefully and document the foreign supplier’s 
information on the FSVP Foreign Supplier Assessment Sample Form*.
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5. In addition to the information obtained from the FDA website, it will also be 
necessary that you examine the foreign supplier’s food safety practices and 
history. Your Qualified Individual will need to evaluate safety practices and 
procedures, location and how it may affect food safety, papaya test results, 
audit results, the supplier’s responsibility and interest in solving problems, as 
well as any other factors. You will also need to document this foreign supplier 
information on the FSVP Foreign Supplier Assessment Sample Form*.

6. This information will help you determine the supplier’s level of risk and the 
relevant verification activities that you need to implement for that supplier 
according to the risk that they represent.

Supplier evaluations must be done and documented by a Qualified Individual. 
However, if the supplier evaluation was done by another entity, then the FSVP-
Importer’s Qualified Individual will only have to document the review and assessment 
of the foreign supplier assessment and also document that the assessment of the 
other entity was made by a Qualified Individual in order to meet the requirements of 
the FSVP Rule.

Finally, each supplier will be approved based on the risk they represent, and 
this evaluation is transferred into a written procedure in order to determine the 
verification activities (Activity 7).

There are several requirements that Toto’s Produce has established for farms wishing 
to be a foreign supplier for Toto’s Produce. Some of these requirements are not FDA/ 
FSVP requirements, but they were adopted by Toto’s Produce because of the history 
of outbreaks of Salmonellosis associated with papaya from Mexico. The following 
activities are the activities suppliers need to have and do to be approved, and then 
once approved, these are the things you will continue to verify as the FSVP-Importer. 
The specific required activities for each of Toto’s Produce’s suppliers are described in 
the FSVP foreign supplier verification activity sheet.

1. The supplier must be registered with the national department of agriculture 
of the country of origin (SENASICA) and comply with the content of ANNEX 
A of the SENASICA Papaya Action Plan indicating the measures to reduce the 
risk of contamination by Salmonella during the growing, harvest and packing of 
papaya (Carica Papaya L.) (“ANEXO A de las Medidas para reducir el riesgo de 
contaminación por Salmonella durante el cultivo, cosecha y empaque de papaya 
del Plan de acción para papaya (Carica Papaya L.) de SENASICA”).

2. The supplier must comply with the Food Safety Best Practices Guide for 
the growing and handling of Mexican papaya (“Food Safety Best Practices 
Guide for the Growing and Handling of Mexican Papaya”).
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3. Some growers may be subject to random pesticide testing to ensure that the 
MRLs for the product meet the established requirements.

4. The supplier must have a third-party audit in good agricultural practices 
annually. The supplier will be required to deliver a copy of the audit report that 
includes the non-conformities. This report will be evaluated to determine the 
status of the supplier. The audit could be made by a third-party or performed 
by personnel from Toto’s Produce or the Papaya Exporters Association 
(PROEXPORT). This does not have to be a certification, but at a minimum 
it does have to be an audit such as the United Fresh Produce Association 
Harmonized Good Agricultural Practices audit (including food safety programs 
and auditing protocol for the fresh papaya supply chain, commonly referred to 
as the papaya metrics or papaya addendum) or another that includes the basics 
of the FSMA Produce Safety Rule and is done by a qualified auditor.

5. A letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these 
products must be provided.

6. A letter of guarantee stating that the product meets all relevant standards and 
regulations including the FSMA Produce Safety Rule must be provided.

7. Some suppliers will be subject to visits by Toto’s Produce staff or the Papaya 
Exporters Association (Asociación de Exportadores de Papaya) to verify their 
practices and review relevant food safety records, for example those required 
by the Produce Safety Rule.

8. Suppliers need to be on the FDA’s green list and must not field-pack papayas.

Failure to meet any of these requirements will automatically disqualify them from 
becoming a Toto’s Produce supplier.
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Note to the reader:
Some activities in this section include activities that go beyond regulatory 
requirements but are considered best practices in the industry. 

Policy
All the papayas that Toto’s Produce buys and sells come from suppliers that have been 
approved and have gone through the supplier evaluation, monitoring and verification 
procedure according to the FDA FSVP rule. Occasionally and due to shortages, Toto’s 
Produce buys papayas from farms on its suppliers list or from an intermediary located in 
Ciudad Juárez, Chihuahua with the understanding that the foreign supplier is the farm 
where papayas are grown.

Objective: 
Toto’s Produce supplier program is intended to ensure that foreign suppliers are 
controlling the hazards identified in the corresponding hazard analysis. This is carried out 
through the evaluation and verification activities established in this program.

Responsibility: 
Qualified Individual

Procedure: 
1. A potential supplier is selected.
2. They are asked to fill out the Papaya Supplier Questionnaire which is 
presented at the end of this procedure. This questionnaire will help review and 
understand the supplier’s procedures, processes, practices, and history related to 
food safety.
3. The qualified individual for Toto’s Produce evaluates food safety practices and 
procedures, location and how it may affect food safety, papaya analysis results, 
audit results, the supplier’s responsibility and interest in solving problems, and 
other factors. This activity will be documented in the FSVP Foreign Supplier 
Assessment Example Form and a simple report will be issued if necessary.
4. To evaluate the supplier’s compliance with US regulations, click on the 
following link: https://datadashboard.fda.gov/ora/fd/index.htm
5. Click on “Search Firm Information” (the yellow bar).
6. Write in the space the name of the company or the FEI (FDA Establishment 
Identifier).
7. Carefully review the company profile (foreign supplier). Once the company is 
found on the web page, you will be able to find information on FDA actions and 
interactions with the company over time, inspections and results, compliance 
actions, product recalls, import rejections, import alerts and warning letters.
8. Review this information carefully and document the foreign supplier 
information on the FSVP Foreign Supplier Evaluation Example Form*.

The following activities are the activities suppliers need to have and do to be approved, 
and then once approved, these are the things you will continue to verify as the FSVP-
Importer. 
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The specific required activities for each of Toto’s Produce’s suppliers are described in the 
FSVP foreign supplier verification activity sheet.

• The supplier must be registered with the national department of agriculture 
of the country of origin (SENASICA) and comply with the content of ANNEX 
A of the SENASICA Papaya Action Plan indicating the measures to reduce the 
risk of contamination by Salmonella during the growing, harvest and packing of 
papaya (Carica Papaya L.) (“ANEXO A de las Medidas para reducir el riesgo de 
contaminación por Salmonella durante el cultivo, cosecha y empaque de papaya del 
Plan de acción para papaya (Carica Papaya L.) de SENASICA”).
• The supplier must comply with the Food Safety Best Practices Guide for 
the growing and handling of Mexican papaya (“Food Safety Best Practices Guide for 
the Growing and Handling of Mexican Papaya”).
• Some growers may be subject to random pesticide testing to ensure that the 
MRLs for the product meet the established requirements.
• The supplier must have a third-party audit in good agricultural practices 
annually. The supplier will be required to deliver a copy of the audit report that 
includes the non-conformities. This report will be evaluated to determine the status 
of the supplier. The audit could be made by a third-party or performed by personnel 
from Toto’s Produce or the Papaya Exporters Association (PROEXPORT). This does 
not have to be a certification, but at a minimum it does have to be an audit such as 
the United Fresh Produce Association Harmonized Good Agricultural Practices audit 
(including food safety programs and auditing protocol for the fresh papaya supply 
chain, commonly referred to as the papaya metrics or papaya addendum) or another 
that includes the basics of the FSMA Produce Safety Rule and is done by a qualified 
auditor.
• A letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these products 
must be provided.
• A letter of guarantee stating that the product meets all relevant standards 
and regulations including the FSMA Produce Safety Rule must be provided.
• Some suppliers will be subject to visits by Toto’s Produce staff or the Papaya 
Exporters Association (Asociación de Exportadores de Papaya) to verify their 
practices and review relevant food safety records, for example those required by the 
Produce Safety Rule.
• Suppliers need to be on the FDA’s green list and must not field-pack papayas.

With this information, the qualified individual will determine and assign the supplier’s risk 
level for each hazard (pathogens and pesticides). The qualified individual will assign one 
of the 3 risk levels following a traffic light pattern: 1 = Green, 2 = Yellow, 3 = Red and will 
document it in the general supplier’s list. A supplier will obtain a green denomination when 
no food safety issues have been identified, a yellow will be assigned when there are a few 
food safety issues identified but there is a way to do a corrective action, lastly a supplier 
will obtain a red denomination when there are issues that need to be corrected and the 
foreign supplier can’t be approved as a Toto’s Produce supplier.
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After making the evaluation, the qualified individual will include the level of risk and some 
important notes on each operation in the FSVP Foreign Supplier Assessment Example 
Form and the supplier’s risk table. 

With all this information, the qualified individual will determine the appropriate 
verification activities that each supplier has to implement in accordance with their risk 
level as described in the supplier verification activities procedure.

Unapproved Suppliers
If Toto’s Produce is “short” on papayas, inactive suppliers who have already been 
approved should be used as a first choice, However, sometimes obtaining raw materials 
from suppliers that are not on the list of approved suppliers is necessary. Purchases 
are made from unapproved suppliers only when product is lacking, or an unexpected 
event occurs. Toto’s Produce intends that when an unapproved supplier is used, it will 
eventually become an approved supplier. The purchase decision is made for each batch 
of product or ingredient that is needed.

Short-term or emergency suppliers (the foreign supplier is always the farm, any 
intermediary must provide information from the farm where they obtain the papayas) 
must provide the following documents:

• Letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these 
products.
    -OR-
• Pesticide analysis results for the shipment sent to Toto’s Produce to ensure 
that the MRLs for the product meet the established requirements.
    -OR-
• The supplier must have a third-party audit in good agricultural practices 
annually. The supplier will be required to deliver a copy of the audit report that 
includes the non-conformities. This report will be evaluated to determine the status 
of the supplier.
    -AND-
• Letter of guarantee stating that the product complies with all relevant 
standards and regulations including the FSMA Produce Safety Rule or the 
Preventive Controls Rule.
    -AND-
• The supplier must be registered on the green list and have a papaya 
packinghouse.
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Potential Papaya Suppliers Food Safety Survey

Company Name:  ____________________________________________________
Address: ___________________________________________________________
Number of growing locations: _________________________________________
Food Safety Contact Name, Phone Number and Email: _____________________
This questionnaire will help us determine what documents and additional questions 
we have for you so that we remain complaint and can continue to import product 
from you.

• Does the farm/packinghouse ever source papaya from other growers or 
suppliers to fulfil our orders?

• Has at least one staff person taken the Course on Food Safety Best Practices 
Guide for the Growing and Handling of Mexican Papaya and the Produce Safety 
Alliance Grower Training? Please provide a copy of the training certificate.

• Has FDA inspected the farm? If so, when? Please provide a copy of form 4056 
or other inspection report.

• Has the farm or other entity in the supply chain ever been on FDA’s Import 
Alert? If so, what is the Import Alert number and is the Import Alert current?

• Has the farm or other entity in the supply chain ever had a recall? If so, when, 
and what corrective actions were implemented as a result?

• Has the farm or other entity in the supply chain received a warning letter from 
FDA, or had a shipment refused for import?

• Is the farm audited (GAP/ food safety audit)? If, so please provide the full audit 
report as well as any corrective actions.

• Has the farm implemented a Good Agricultural Practices Program?
• What type of water is used for irrigation and chemical applications?
• Does that water used in the fields ever touch the harvestable portion of the 

papaya?
• Is there a traceability program in place?
• Does the farm have its own green list?
• Does the farm field-pack papaya?
• Does the farm have a packinghouse?
• Has the farm conducted a hazard analysis? If so, please provide the full hazard 

analysis for each product shipped to us.
Please explain how major hazards are controlled.

• Does the farm conduct any pre- or post-harvest testing? If so, what is tested for, 
how often?

• Does the farm have a formal cleaning and sanitizing program with records?
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Packinghouse Postharvest Water Questions

What type of water is used in the packinghouse?
What type of water is used for washing papayas?
Does the operation wash papayas with recirculated or single pass water?
How many tanks are used for the wash process?
Does the operation treat the water? 

In which tanks?
 What is the sanitizer used at the operation?

In which tanks?
What is the concentration and what method is used to test the concentration? 
Are there water treatment records available?
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FSVP Foreign Supplier Assessment Example Form. 

Importer’s Name and Information
Toto’s Produce
1320 Fresh Avenue Suite 205 El Paso, TX 79936
Evaluation date: February 28, 2021
Qualified Individual: Celestina Molina

Papaya Foreign Supplier’s Name and Information 
Supplier #1 - Grupo Armeria
Address: Calle Venustiano Carranza #2407 Tecoman, Colima
Contact (24/7/365): Javier Solis 
Email: j.xxxx@grupoarmeria.com
Cellphone: 614-111-1111

Positive

Positive

Risk level
2 = Yellow

Supplier approved 
by Celestina Molina 
on February 1, 2021

Yes

Results of the foreign supplier evaluation ***
Determination of the risk level 1 = Green, 2 = Yellow, 3 = Red

[Note: If the assessment was performed by another entity (other than the foreign supplier), include the 
name, address, and email of the entity and the date of the assessment.]

Packinghouse practices, including wash water management, were evaluated 
and adhered to best practices

Papayas are transported by a 3rd party trucking company that has been 
evaluated by Hermanos Cruz packinghouse but has not been reviewed by 
Toto’s Produce

Is the company on the 
FDA’s green list?

Other supply chain risks

Type of activity

Questionnaire for 
papaya suppliers

Important Notes on the supplier’s Operation Determination
(positive/negative
/probation)

PositiveBeing a large grower, they are audited by a third party in a GFSI approved 
scheme and SENASICA Annex A. The grower uses well water and treats it 
for applications. No microbiological risks where found. 

This grower does not have their own packinghouse, but they do not pack 
or wash in the field either since these services are contracted with the 
Hermanos Cruz packinghouse. Toto’s purchases from Grupo Armeria and 
Hermanos Cruz, but Hermanos Cruz is not the supplier per FSVP, Grupo 
Armeria is always the supplier since they grow the papayas.  

Positive 

Positive

Probation

Positive

Positive

Positive

None

Voluntary recall of a couple of batches in 2018 due to the presence of 
unapproved pesticides on papaya. Analysis done by the importer.

Quarterly pesticide test following recall.

Weekly review of pesticide application records for all growing areas by the 
farm’s safety professional

None

Supplier’s procedures, 
practices and processes

Investigation and evaluation of supplier compliance with US regulations

https://datadashboard.fda.gov/ora/fd/index.htm

Import alerts

Product recalls

Other significant 
compliance actions

Supplier’s corrective 
actions

Warning letters

Note to the reader:
Only a few suppliers were assessed for the purpose of this model. Each company is different 
and must do its own evaluation based on risk.
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Papaya Foreign Supplier’s Name and Information 
Supplier #2 – Comercializadora de Frutas Tropicales
Address: Street, City, State
Contact (24/7/365): XXX 
Email: xxxx@xxxxx.com
Cellphone: XXXX
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Papaya Foreign Supplier’s Name and Information 
Supplier #3 – Productores de Frutas Tropicales
Address: Street, City, State
Contact (24/7/365): XXX 
Email: xxxx@xxxxx.com
Cellphone: XXXX
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Papaya Foreign Supplier’s Name and Information 
Supplier #4 – Hermanos Cruz
Address: Street, City, State
Contact (24/7/365): XXX 
Email: xxxx@xxxxx.com
Cellphone: XXXX
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List of Unapproved Suppliers - Rejected by the Company for not Being Reliable 
Suppliers and Posing High Risk

In addition to suppliers that have already been approved, there are some situations in 
which Toto’s Produce did not approve or rejected potential suppliers.

The following section of the program describes five examples of supplier situations 
that were evaluated by Toto’s Produce where the result of the evaluation determined 
them to be considered not approved and rejected by the company. It was not even 
necessary to go through the entire evaluation process since it was found that their 
supply includes fruit without a green list or fruit where traceability is lost, and it is 
not possible to determine if there is a green list from the grower and therefore, these 
companies were not included in the list of approved suppliers.

Note: as part of FSVP, you are NOT required to maintain a list of suppliers that were 
rejected. This example is only shown to illustrate the thought process.

The examples described below are not real, nor do they refer to a particular company, 
activities and/or actions, they are simply intended to illustrate some scenarios in 
which it is recommended to not approve the company that seeks to be an approved 
supplier, since they could pose a health risk.

Supplier #8 – Papayas Fashion

Papayas Fashion SPR de RL de CV is a papaya growing and packing company based 
in Nayarit. The farm has 10 hectares in production of maradol papaya; it does not have 
its own FDA green list, nor has it been able to verify the correct implementation of the 
SENASICA papaya action plan - Annex A.

Evaluation results
By not having a green list and not having proved the implementation of the 
SENASICA papaya action plan (Annex A) Papayas Fashion SPR de RL de CV is 
considered not to be a reliable supplier for Toto’s Produce. A very important and 
non-negotiable requirement for all companies seeking to join Toto’s Produce’s list of 
approved papaya suppliers is that they must have at least one company-specific FDA 
green list.

Supplier #9 - Special Fruits 

Special Fruits SPR de RL de CV, located in Colima, is dedicated to the production 
and packaging of papaya and has 8 hectares in development of 3 months and 8 
hectares in production with 1 month of harvest. Special Fruits has proved that it has 
implemented the SENASICA papaya action plan (Annex A) in both stages; however, it 
does not have its own FDA green list for the company.
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Evaluation results
Special Fruits SPR de RL has an action plan for papaya but it cannot yet be 
considered within the list of approved suppliers since it does not have its own green 
list. They have been asked to carry out the procedure for obtaining its own green 
list, send their 5 shipments and submit to the border analysis in order to obtain their 
green list from the FDA. Once they obtain their green list, a new analysis will be made 
and if the result is favorable, they will be added to Toto’s Produce list of approved 
suppliers.

Supplier #10 - Frutipapaya 

Frutipapaya SPR de RL de CV is based in Torreon and is dedicated to the marketing 
of papaya. Frutipapaya does not have its own growing farm but it does have a green 
list for the company located at the physical address where its packinghouse is and in 
which it carries out repackaging activities. Frutipapaya buys fruit in different states in 
Mexico, mainly Michoacán, Colima and Chiapas and transfers them to Torreon, where 
it packs the fruit for commercialization abroad. This company has not been able to 
verify the origin of the product and some of its fruit suppliers have not implemented 
the SENASICA papaya action plan (Annex A). 

Evaluation results
Frutipapaya SPR de RL de CV has an FDA green list, however it was not possible 
to determine the origin of its fruit suppliers, nor was it possible to verify that the 
suppliers had implemented the SENASICA papaya action plan (Annex A).
Frutipapaya cannot be considered a reliable supplier since it is not possible to carry 
out the traceability of the product to the growing unit and it is not known if the 
growers have implemented the contamination risk reduction system (sistema de 
reducción de riesgos de contaminación). Since Toto’s Produce must evaluate each 
grower (since they are the “supplier” according to FSVP), Frutipapaya cannot be 
approved.

The main recommendation made to the company is that it implements a supply 
chain program in which it evaluates and approves its various approved suppliers. 
Frutipapaya may be considered for a second evaluation and considered for the 
approved supplier’s list once the fruit can be traced back to its origin and that the 
company as well as Toto’s Produce can verify that its suppliers have implemented 
their SENASICA’S contamination risk reduction system (Sistema de Reducción de 
Riesgos de Contaminación de SENASICA).

Supplier #11 - Yumi Papaya
 
Yumi Papaya SPR de RL de CV is dedicated to the production and marketing of 
papaya and is located in Mexicali, Baja California. The company carries out fruit 
repacking activities in its packinghouse in Mexicali and where the company has its 
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own green list. Yumi Papaya has 10 growing hectares in Manzanillo, Colima and 15 
hectares in Culiacán, Sinaloa. Both growing units have implemented the SENASICA 
papaya action plan (Annex A) but neither of the two farms has a packinghouse.

Yumi Papaya’s own production is not enough to satisfy the high demand for fruit 
from its customers, so it acquires more fruit from other papaya growers in the areas 
where it has its farms and later transfers it to Mexicali where it is packed for its 
commercialization abroad. The papaya from their own production units is mixed with 
the product of other growers. Yumi Papaya has not been able to verify that its other 
fruit suppliers have implemented SENASICA’s papaya action plan (Annex A) and it 
does not have a traceability program for the shipments it sends.

Evaluation results
Yumi Papaya has a green list from the FDA and its 2 own growing units have 
implemented the SENASICA papaya action plan (Annex A). Considering only the 
above, Yumi Papaya could be considered an approved supplier for Toto’s Produce.
However, the company also acquires fruit from other growers and it was not possible 
to verify who they are, nor was it possible to verify that they have implemented the 
SENASICA papaya action plan (Annex A). Since Toto’s Produce must evaluate each 
grower (since they are the “supplier” according to FSVP), Yumi Papaya cannot be 
approved. In addition, in the Mexicali packinghouse, all the fruit is mixed at the time of 
repackaging and the traceability of the product is lost.

As it is not possible to trace the product to the production unit and is not known if 
the growers implemented contamination risk reduction system (sistema de reducción 
de riesgos de contaminación), the company Yumi Papaya cannot be considered as an 
approved supplier for Toto’s Produce.

The main recommendation made to Yumi Papaya is that it implements a supply chain 
program in which it evaluates and approves its various reliable suppliers to verify 
that their suppliers are implementing their contamination risk reduction systems 
(sistemas de reducción de riesgos de contaminación). It is also recommended that 
they strengthen their traceability system to identify where the fruit comes from on all 
shipments.

If Yumi Papaya can guarantee that the fruit that it will sell to Toto’s Produce will 
be solely and exclusively from its own production units that have implemented the 
SENASICA papaya action plan (Annex A) then they could be considered for a second 
evaluation and included on the importer’s approved suppliers list.
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Supplier #12 – Big Papaya

Big Papaya SPR de RL de CV is a company located in Michoacán and is dedicated 
to the production and commercialization of papaya. It has 3 production units of 
12 hectares each at different stages, all of which are implementing the SENASICA 
papaya action plan (Annex A); likewise, it has its own FDA green list.

The company Big Papaya SPR de RL de CV, has a packinghouse which has not yet 
been audited by a third party specialist in SENASICA’s papaya action plan (Annex 
A). The internal evaluation of Toto’s Produce indicated that Big Papaya uses canal 
water to fill its tubs and has not yet implemented a corrective action in this regard. In 
addition, it does not keep records of the concentration measurements for sanitizing 
solutions and pH in the fruit wash tubs.

Evaluation results
Big Papaya was recommended to carry out 3 corrective actions in its packinghouse: 
1) It must correct the water source for water that has direct contact with the product 
and that it has to comply with the guidelines set out in the SENASICA papaya action 
plan (Annex A) and the best food safety practices for the cultivation and handling 
of Mexican papaya guide (Food Safety Best Practices Guide for the Growing and 
Handling of Mexican Papaya). 2) Keep adequate records of the water treatment where 
disinfectant concentrations and pH of fruit wash tubs are monitored and recorded. 3) 
Register and request an internal third-party audit from a SENASICA specialist on the 
SENASICA papaya action plan (Annex A).
Once the company resolves the aforementioned corrective actions, another evaluation 
will be carried out in order to be added to Big Papaya to Toto’s Produce approved 
suppliers list. 
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Suppliers’ Level of Risk Table
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Activity 7. 
Appropriate Verification Activities (§1.505 of the FSVP Rule)

Background
Once the suppliers have been evaluated and approved, verification activities 
must be determined. This FSVP activity focuses on finding and selecting one or 
more verification activities to ensure that the hazards to be controlled are being 
significantly minimized or prevented by foreign suppliers.

The verification activities will need written procedures, and these will be established 
from the information obtained from the hazard analysis and the evaluation and 
approval of the suppliers. The written procedure of the verification activities must 
include their frequency, which must be established before importing papayas from the 
foreign supplier, and information on who will perform the verification activities. The 
foreign supplier CANNOT determine the type of verification activities that have to be 
carried out.

Although Toto’s Produce is only importing papayas, the verification activities will be 
different for each of its suppliers based on their safety practices and procedures, 
history and risk levels.

 The FSVP Rule considers the following types of activities as suitable verification 
activities:

• On-site audits. These should be done by a qualified auditor. If this activity is 
chosen, the following documentation must be kept for each audit: procedures 
for conducting the audit, auditor qualifications, dates the audit was 
performed, the audit conclusions, and any corrective action taken in response 
to the deficiencies found. Note that an annual onsite audit is the default 
verification tool that FDA suggests when the hazard analysis identifies that 
a hazard presents the risk of a serious adverse health consequence or death 
(SAHCODHA hazard). This includes hazards like Salmonella.

• Food sampling and analysis. The analysis can be done by the importer, 
required from the foreign supplier (routine supplier analysis may be sufficient 
for compliance), or based on the results made by another entity. It is very 
important to have a sampling plan that is representative of the foods that are 
shipped. In addition, it is necessary to keep the documentation of each food 
sampling and analysis, which includes the identification of the foods analyzed 
and the number of samples, the analyses that were made, the analytical 
methods used, and the dates on which the analysis were made. Finally, the 
results of the analysis and any corrective action that had to be implemented. 
Also the name of the laboratory that performed the analysis and confirmation 
that the analysis was done by a Qualified Individual must be kept.
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• Review of the foreign supplier’s relevant food safety records. Reviewing 
records of various activities at the papaya farm, such as monitoring sanitizer 
concentration in the papaya washing tanks, employee training records, pesticide 
application records, pre-harvest field inspection, etc. can be a very good option 
to ensure that hazards are constantly being controlled. The importer is required 
to retain documentation of the Qualified Individual’s reviews of the foreign 
supplier’s records. This documentation must include the dates of the reviews, 
the nature of the records that were reviewed, the conclusions of the review, 
and that the review was done by a Qualified Individual. Note that a plan is not 
acceptable. It is the actual records of implementation that need to be reviewed.
 

• Other appropriate supplier verification activities. It is acceptable to have any 
other activity that you consider appropriate, but you must document that it was 
carried out and performed by a Qualified Individual along with all the details of 
the activity. An example of this activity is unplanned visits to the farm to make 
observations in the field.

If there is a reasonable probability that exposure to a hazard in the food in question 
will result in Serious Adverse Health Consequences or Death to Humans or Animals 
(a SAHCODHA hazard for short), the FSVP Rule REQUIRES an on-site audit of 
the foreign supplier prior to the initial import of the food and at least once a year 
thereafter unless you can justify the use of an alternative verification method that is 
just as effective. The audit documentation must demonstrate that the foreign supplier 
uses processes and procedures that specifically control SAHCODHA hazards. 

The FSVP Rule does not have a list of SAHCODHA hazards as such. SAHCODHA 
hazards are those that would trigger a Class I recall if they were to occur. The risk 
of Salmonella presence in papayas automatically requires a Class I recall of the 
product, so the on-site food safety audit of the farms is mandatory for foreign papaya 
suppliers. It should be noted that the word audit is mentioned, which is NOT the same 
as a food safety certification. For example, an audit for organic certification would 
not necessarily evaluate the control of these hazards and would not be acceptable for 
FSVP.

Any type of audit must be done by a qualified auditor. The definition of a qualified 
auditor can be found in the Regulatory Definitions Relevant to the Papaya Industry 
section of this document.

Remember that one or more verification activities can be done, but all of these 
have to be done by a Qualified Individual or auditor and also must be reviewed and 
documented by the Toto’s Produce Qualified Individual. In addition to doing the 
verification activities, the Toto’s Produce Qualified Individual must thoroughly review 
and evaluate the results to make sure they are adequate to control the hazards that 
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were identified for papaya and the supplier’s risk. The important point is not how 
many activities are done but that you are actually making sure that the hazard is 
being controlled.

In addition, the FSVP Rule gives the flexibility to rely on another entity (other than 
the foreign supplier) to determine the verification activities that the foreign supplier 
has to do, as long as you review and evaluate that the selection of activities was 
appropriate. In this case the determination of the appropriate verification activities 
also has to be done by a Qualified Individual and your Qualified Individual has 
to evaluate the adequacy of the verification activities and has to document your 
review and evaluation, and that the original determination was made by a Qualified 
Individual. An example of this case is when the company hires a third party to write its 
FSVP and this includes determining the verification activities of foreign suppliers.

Model Foreign Supplier Verification Program

The following document includes the verification activities of Toto’s Produce for 
each supplier and the papayas receiving procedure. Remember that if there is a 
reasonable probability that exposure to a hazard in the food in question will result in 
Serious Adverse Health Consequences or Death to Humans or Animals (a SAHCODHA 
hazard), the FSVP Rule essentially REQUIRES an on-site audit of the foreign supplier 
prior to the initial import of the food and at least once a year thereafter. These 
procedures do not only present the verification activities requested for each supplier 
but also the procedure to demonstrate that Toto’s Produce only receives papayas 
from approved suppliers.

The risk of Salmonella presence in papayas automatically requires an on-site audit 
of the foreign supplier before the initial import of the food and at least once a year 
thereafter, at a minimum.
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Policy
Toto’s Produce asks all of its approved suppliers to submit evidence of their food safety 
programs, applicable food safety regulations and standards annually or more frequently in 
the form of third-party audits (for example the United Fresh Harmonized GAP), records or 
guidance documents or letters of guarantee, including compliance with the MRLs for the 
chemicals used for each incoming product. Third-party audits are the preferred evidence 
and on some occasions a visit to the farm will be conducted by Toto’s Produce staff to 
review and evaluate the food safety records of the papaya farm.

Objective: 
Toto’s Produce supplier program is intended to ensure that foreign suppliers are controlling 
the hazards identified in the corresponding hazard analysis. This is carried out through the 
evaluation and verification activities established in this program.

Responsibility: 
Qualified Individual

Requirements for selected suppliers and verification procedure(s)
Toto’s Produce currently requires papaya growers to meet one or more of the following 
requirements which will be verified according to the risk assigned to each foreign supplier.

The following activities are the activities suppliers need to have and do to be approved, 
and then once approved, these are the things Toto’s Produce will continue to verify as the 
FSVP importer. The specific required activities for each of Toto’s Produce’s suppliers are 
described in the FSVP foreign supplier verification activity sheet.

1. The supplier must be registered with the national department of agriculture 
of the country of origin (SENASICA) and comply with the content of ANNEX A of 
the SENASICA Papaya Action Plan indicating the measures to reduce the risk of 
contamination by Salmonella during the growing, harvest and packing of papaya 
(Carica Papaya L.) (“ANEXO A de las Medidas para reducir el riesgo de contaminación 
por Salmonella durante el cultivo, cosecha y empaque de papaya del Plan de acción 
para papaya (Carica Papaya L.) de SENASICA”).
2. The supplier must comply with the Food Safety Best Practices Guide for the 
growing and handling of Mexican papaya (“Food Safety Best Practices Guide for the 
Growing and Handling of Mexican Papaya”).
3. Some growers may be subject to random pesticide testing to ensure that the 
MRLs for the product meet the established requirements.
4. The supplier must have a third-party audit in good agricultural practices annually. 
The supplier will be required to deliver a copy of the audit report that includes the 
non-conformities. This report will be evaluated to determine the status of the supplier. 
The audit could be made by a third-party or performed by personnel from Toto’s 
Produce or the Papaya Exporters Association (PROEXPORT). This does not have to 

Note to the reader:
Some activities in this section include activities that go beyond regulatory 
requirements but are considered best practices in the industry.
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be a certification, but at a minimum it does have to be an audit such as the United 
Fresh Produce Association Harmonized Good Agricultural Practices audit (including 
the verification PAPAYA rider NEED NAME) or another that includes the basics of the 
FSMA Produce Safety Rule and is done by a qualified auditor.
5. A letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these products 
must be provided.
6. A letter of guarantee stating that the product meets all relevant standards and 
regulations including the FSMA Produce Safety Rule must be provided.
7. Some suppliers will be subject to visits by Toto’s Produce staff or the Papaya 
Exporters Association (Asociación de Exportadores de Papaya) to verify their 
practices and review relevant food safety records, for example those required by the 
Produce Safety Rule.
8. Suppliers need to be on the FDA’s green list and do not field-pack papayas.

In the event that the supplier does not meet these requirements, the supplier will not be 
used until compliance is achieved.

If the supplier meets the requirements, they will start to be used as an interim supplier 
for a 6-month trial period. During this trial period, frequent monitoring is carried out (e.g. 
pesticide testing records) in order to ensure that the supplier is committed to meeting the 
quality and safety conditions of the product. In the event that the product ceases to comply 
with these conditions, the supplier will cease to be used until it can once again demonstrate 
compliance with the requirements, in which case the trial period will be restarted. Once the 
supplier is on the list of approved suppliers, the quality and safety conditions of the product 
will continue to be evaluated through routine monitoring. In the event that the product 
ceases to comply with these conditions, the supplier will cease to be used until it can once 
again demonstrate compliance with the requirements, the supplier acceptance procedure 
will be restarted, and the supplier will have to comply again with the trial period before 
being put back on the approved supplier list.

Verification records
All documentation (records, commitment letters/letters of guarantee, audit reports, etc.) 
provided by suppliers for approval are kept and evaluated by the Qualified Individual.
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Toto’s Produce FSVP Foreign Supplier Verification Activities

Note to the reader:

This section shows the verification activities for four suppliers. Each company must 
work on their own verification activities.

Importer’s Name and Information
Toto’s Produce
1320 Fresh Avenue Suite 205 El Paso, TX 79936
Evaluation date: Frebruary 28, 2021
Qualified Individual: Celestina Molina

Papaya Foreign Supplier’s Name and Information
Supplier #1: Grupo Armeria
Risk Category: Yellow
Address: Venustiano Carranza Street #2407 Tecoman, Colima
Contact (24/7/365): Javier Solis
Email: j.solis@grupoarmeria.com
Cellphone: 614-111-1111

The following table shows the verification activities at Grupo Armeria (Supplier #1)

*All supporting documentation is attached to this form in the foreign supplier’s file.
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*All supporting documentation is attached to this form in the foreign supplier’s file.

Papaya Foreign Supplier’s Name and Information
Supplier #2: Comercializadora de Frutas Tropicales
Risk Category: Yellow
Address: Street, City, State
Contact (24/7/365): XXXX
Email: xxxx@xxxx.com
Cellphone: XXXX-XXXX

The following table shows the verification activities at Comercializadora de 
Frutas Tropicales (Supplier #2)
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Papaya Foreign Supplier’s Name and Information
Supplier #3: Productores de Frutas Tropicales
Risk Category:  Green
Address: Street, City, State
Contact (24/7/365): XXXX
Email: xxxx@xxxx.com
Cellphone: XXXX-XXXX

The following table shows the verification activities at Productores de Frutas 
Tropicales (Supplier #3)

*All supporting documentation is attached to this form in the foreign supplier’s file.
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*All supporting documentation is attached to this form in the foreign supplier’s file.

Papaya Foreign Supplier’s Name and Information
Supplier #4: Hermanos Cruz
Risk Category: Green
Address: Calle, Cuidad, Estado
Contact (24/7/365): XXXX
Email: xxxx@xxxx.com
Cellphone: XXXX-XXXX

The following table shows the verification activities at Hermanos Cruz (Supplier #4)
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Your supplier approval program must have written procedures for receiving the 
ingredients requiring supply chain applied controls. Additionally, records that 
document that material is indeed received from approved suppliers are required. You 
may use your existing receiving record system or add to it to record this information. 

Policy: 
All papayas loads are inspected at receiving to make sure they only come from 
approved suppliers with appropriate verification activities in place. 

Purpose: 
This SOP outlines papaya receiving procedures.

Scope: 
Each delivery of papayas.

Responsibility:  
Food safety coordinator responsible for SOP development. Receiving staff are 
responsible for SOP implementation. Toto’s procurement staff are fully informed on 
who is approved and only sources papayas from approved suppliers.  
 
Procedure: 

1. All incoming loads that arrive at the facility must come with a delivery ticket 
or invoice that explains the origin of the papayas being delivered. All incoming 
materials should be delivered by approved suppliers.
2. Toto’s Produce keeps a list at the receiving dock with the names of the 
approved suppliers.
3. The receiving staff checks the Bills of Lading for each shipment to verify that 
only approved suppliers are on the BOL. 
4. There is a box on the receiving sheet (which also includes non-FSVP 
information such as count, quality, etc.) where the receiving staff initials to verify 
that all papayas are received from approved papayas.  
5. If an unapproved source is received, the shipment is rejected, or the product 
is put on hold and the FSVP QI is contacted (Celestina). 
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Activity 8. 
Corrective Actions (§1.508 of the FSVP Rule)

Background
As part of the FSVP the Qualified Individual must evaluate and document the 
verification activities and if the results are not adequate to ensure that the hazards 
that require a control were controlled, appropriate corrective actions must be 
implemented. The corrective actions could also result from the review of food safety 
complaints from consumers or customers, the reevaluation of the risks that the food 
represents, the performance of the supplier, or any other information obtained. 

Corrective actions are the procedures followed when a deviation from the FSVP 
occurs.

The type of corrective action to be taken will depend on the circumstance and 
severity of the deviation and could include stopping the use of that foreign supplier 
or some other acceptable alternative. Whatever the corrective action, the foreign 
supplier will have to correct the non-compliance, adulteration or mislabeling of food.
 
Corrective actions must be documented. This documentation is not only a regulatory 
requirement but also an important component of the program since it shows what 
actions were taken to correct the different situations that the supplier and/or importer 
encountered and to prevent reoccurrence in the future. 

Implementing a corrective action in the FSVP does not relieve the importer of their 
obligations to the FDA such as having to do a product recall if the product is found to 
be adulterated.

Toto’s Produce’s verification activities procedure includes the corrective actions for 
each supplier. There is also a corrective action record that must be filled out when 
there is any deviation from the program.
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 Activity 9. 
Records and Documentation (§1.510 of the FSVP Rule)

Background
If it wasn’t documented, it didn’t happen; the FSVP must be documented. In general, 
the FSVP is made up of the documents that demonstrate you are carrying out the 
activities required in the FSVP Rule.

There are some general requirements for maintaining FSVP records. These are 
described below as written in the Rule to indicate how FSVP records must be kept.

(a) General requirements for records.

(1) You must keep records as original records, true copies (such as 
photocopies, pictures, scanned copies, microfilm, microfiche, or other 
accurate reproductions of the original records), or electronic records.

(2) You must sign and date records concerning your FSVP upon initial 
completion and upon any modification of the FSVP.

(3) All records must be legible and stored to prevent deterioration or loss.

(b) Record availability. 

(1) You must make all records required under this subpart available promptly 
to an authorized FDA representative, upon request, for inspection and 
copying. Upon FDA request, you must provide within a reasonable time an 
English translation of records maintained in a language other than English. 

(2) Offsite storage of records, including records maintained by other entities 
in accordance with §1.504, §1.505, or §1.506, is permitted if such records 
can be retrieved and provided onsite within 24 hours of request for official 
review. Electronic records are considered to be onsite if they are accessible 
from an onsite location. 

(3) If requested in writing by FDA, you must send records to the Agency 
electronically, or through another means that delivers the records promptly, 
rather than making the records available for review at your place of 
business. 

(c) Record retention. 

(1) Except as specified in paragraph (c)(2) of this section, you must retain 
records referenced in this subpart until at least 2 years after you created or 
obtained the records.

A
ct

iv
it

y 
9



Guide to Develop and Implement Foreign Supplier Verification Programs (FSVP) for Importers of Mexican Papaya | 2021 

64

(2) You must retain records that relate to your processes and procedures, 
including the results of evaluations and determinations you conduct, for 
at least 2 years after their use is discontinued (e.g., because you no longer 
import a particular food, you no longer use a particular foreign supplier, you 
have reevaluated the risks associated with a food and the foreign supplier, 
or you have changed your supplier verification activities for a particular 
food and foreign supplier).

(d) Electronic records. Records that are established or maintained to satisfy the 
requirements of this subpart and that meet the definition of electronic records 
in §11.3(b)(6) of this chapter are exempt from the requirements of part 11 of 
this chapter. Records that satisfy the requirements of this subpart, but that 
also are required under other applicable statutory provisions or regulations, 
remain subject to part 11.

(e) Use of existing records. 

(1) You do not need to duplicate existing records you have (e.g., records that 
you maintain to comply with other Federal, State, or local regulations) 
if they contain all of the information required by this subpart. You may 
supplement any such existing records as necessary to include all of the 
information required by this subpart. 

(2) You do not need to maintain the information required by this subpart in 
one set of records. If existing records you have contain some of the 
required information, you may maintain any new information required by 
this subpart either separately or combined with the existing records. 

(f) Public disclosure. Records obtained by FDA in accordance with this subpart 
are subject to the disclosure requirements under part 20 of this chapter.

Model Foreign Supplier Verification Program

The Toto’s Produce FSVP includes, but is not limited to, the documents presented in 
the following list, which are maintained in accordance with the provisions of §1.510 of 
the FSVP Rule described above.

• Description and general characteristics of the company (recommended 
activity).

• Identification of the importer of the foreign supplier verification program (FSVP 
Importer).

• Food hazard analysis.
FSVP Food Hazard Analysis Example Form

• Activities and documentation of the foreign supplier evaluation
Questionnaire for potential papaya suppliers
General supplier’s list
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FSVP Foreign Supplier Evaluation Example Form
• Written procedures to approve foreign suppliers and to ensure the use of only 

approved foreign suppliers.
Supplier approval and evaluation program
Written procedure to ensure only approved foreign suppliers are used

• Adequate verification activities
Foreign Supplier Verification Activities Worksheet

• Corrective actions.
Supplier approval and evaluation program

• Records and documentation of reviews made by the Qualified Individual.
• Reassessment of the Foreign Supplier Verification Program (§1.505 of the FSVP 

Rule).
Example foreign supplier re-evaluation.

The full version of Toto’s Produce FSVP is presented in Appendix C.

Activity 10. 
Reassessment of the Foreign Supplier Verification Programs 
(§1.505 of the FSVP Rule).

Background
Any time you become aware of new information or concerns that may affect your 
imported food or your supplier’s performance evaluations, you will need to quickly 
review the suitability of your FSVP and carry out a reevaluation of the foreign 
supplier’s performance and the risk posed by a food.

If you determine that the concerns associated with importing food from a foreign 
supplier have changed, you need to immediately determine (and document) whether 
it is appropriate to continue importing the food from the foreign supplier and whether 
the supplier’s verification activities need to be changed.

If at the end of a 3-year period you have not reassessed the concerns or factors 
associated with your supplier’s evaluations and the foods you are importing, the FSVP 
Rule requires that you reevaluate them. Reassessments and corrective actions must 
be documented. Even if the reassessment confirms that the FSVP is still valid and that 
no changes are needed, this still needs to be documented.

In some cases, it is necessary that the reevaluation of the program happens before the 
3 year period. Some examples of when a reevaluation might be necessary include, but 
are not limited to:

• The presence of a prohibited pesticide in papaya
• A product recall or foodborne illness outbreak related to fresh papayas
• Change in the hazard analysis
• The supplier takes corrective action on a hazard in their food
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• Customer complaints related to food safety
• Import rejection
• Results of any audit that are not satisfactory and that show non-conformities 

that put food safety at risk
•  Changes in supplier procedures such as a change in the water source or the 

installation of a new wash tank
• The supplier ignores the food safety recommendations made to them
• Obtaining fruit from unauthorized farms

Reassessment and verification activities will allow you to take corrective actions when 
the supplier is not:

1. Producing food in a way that provides at least the same level of public health 
protection as the Preventive Controls and Produce Safety Rule do, as 
appropriate for the type of food.

2. Making sure the food they produce, pack or process is not adulterated in 
accordance with the Federal Food, Drugs & Cosmetics Act and

3. Ensuring that the food they produce, pack or process is not mislabeled with 
regard to allergen labeling.

In this situation, the Qualified Individual has to determine what corrective actions 
are appropriate. These could include stopping the use of the supplier until the cause 
of the problem is corrected or the problem is satisfactorily addressed. All these 
processes must be documented.

Model Foreign Supplier Verification Program

Reassessment of Toto’s Produce suppliers is done by the Qualified Individual and is 
documented on the Example Foreign Supplier Reassessment Form.
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Do’s and Don’ts 

Do
• Comply with the FSVP rule if you are a papaya importer in the United States.
• Include a brief description of the company that includes the activities, products 

sold and the company organizational chart in the FSVP program. This is not 
mandatory, but it is recommended. 

• Decide with your buyers who the FSVP-Importer will be.
• Identify the FSVP-Importer before papayas enter into the United States.
• Have a unique facility identifier that is acceptable to the FDA (DUNS number) if 

you are an FSVP-Importer.
• Import from companies that have their own “green list” designation.
• Determine the grower of the papayas. This is the “supplier”.
• Have a qualified individual develop the FSVP program and perform each of the 

activities required in the rule performed by others.
• Identify and evaluate the hazards for each food that is imported.
• Justify and document the decisions made in your hazard analysis.
• Determine who is controlling the hazards that were found in the hazard analysis. 
• Evaluate the performance of each of your foreign suppliers.
• Verify that the foreign supplier has controls in place to minimize the risks.
• Investigate and evaluate supplier compliance with US regulations.
• Investigate and evaluate the foreign supplier’s food safety practices and history.
• Have written procedures to approve foreign suppliers based on each of their 

evaluations.
• Approve each supplier based on the risk they represent.
• Have written procedures to ensure only approved foreign suppliers are used.
• Develop and carry out appropriate verification activities and evaluate the results 

of these activities.
• Have your suppliers audited at least once per year to verify food safety risks are 

being managed. 
• Use a qualified auditor for any type of audit done as a supplier verification 

activity.
• Implement corrective actions if during the supplier verification activities, it is 

discovered that the suppliers are not complying with what was requested, there 
are deviations from the activities required of each supplier or there is some 
circumstance that has not been taken into account in the plan.

• Maintain and review the records and documentation required by the FSVP.
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• Keep records as original records, true copies (such as photocopies, pictures, 
scanned copies, microfilm, microfiche, or other accurate reproductions of the 
original records), or electronic records.

• Sign and date records concerning your FSVP upon initial completion and upon 
any modification of the FSVP.

• Make all records required under this subpart available promptly to an authorized 
FDA representative, upon request, for inspection and copying. Upon FDA 
request, you must provide within a reasonable time an English translation of 
records maintained in a language other than English.

• Retain records for a period of at least 2 years after you created or obtained the 
records.

• Reevaluate the foreign supplier verification program, either for cause or every 3 
years.

Don’t

• Need to comply with the FSVP rule if you are a food exporter located in other 
countries, such as papaya growers and packers that are in Mexico.

• Import food if you do not have an FSVP and no exemptions apply to you.
• Use an FSVP if it was not made by a qualified individual.
• Do not import papayas if they have not been produced following the SENASICA 

action plan and/or the industry guidance.
• Import papayas if a person from the farm has not taken the training course on 

the Food Safety Best Practices Guide for the Growing and Handling of Mexican 
Papaya and the Produce Safety Alliance Grower Training.

• Buy field packed papayas. 
• Buy papayas if you do not know the origin (farm) of the papayas. 
• Buy papayas from someone who does not have a green list under the company 

or person name. 
• Buy papayas from a company that does not have control of the postharvest 

water. 
• Buy papayas from a farm that has not had a food safety audit in the previous 

year. 
• Let the result of the supplier verification activities be influenced by payment of 

the entity or person who is conducting the activity on your behalf.
• Use a supplier evaluation made by another entity UNLESS your qualified 

individual reviews and documents the assessment and documents that the 
assessment of the other entity was made by a qualified individual.

• Import food from suppliers that have not been approved.
• Continue using a foreign supplier that has failed to comply with the established 

verification activities.
• Forget to evaluate your foreign supplier’s performance and the risk posed by 

a food when you become aware of new information or concerns that may affect 
your imported food or your supplier’s performance
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• Get rid of records in less than a 2-year period. Records must be retained for a 
period of at least 2 years after you created or obtained the records.

• Need to duplicate existing records you have (e.g., records that you maintain 
to comply with other Federal, State, or local regulations) if they contain all of 
the information required by this subpart. You may supplement any such existing 
records as necessary to include all of the information required.



Guide to Develop and Implement Foreign Supplier Verification Programs (FSVP) for Importers of Mexican Papaya | 2021 

71

Appendix A. FSVP Standard 
Regulatory Definitions

Adequate means that which is needed to accomplish the intended purpose in keeping 
with good public health practice.

Audit means the systematic, independent, and documented examination (through 
observation, investigation, discussions with employees of the audited entity, records 
review, and, as appropriate, sampling and laboratory analysis) to assess an audited 
entity’s food safety processes and procedures.

Dietary supplement has the meaning given in section 201(ff) of the Federal Food, 
Drug, and Cosmetic Act.

Dietary supplement component means any substance intended for use in the 
manufacture of a dietary supplement, including those that may not appear in the 
finished batch of the dietary supplement. Dietary supplement components include 
dietary ingredients (as described in section 201(ff) of the Federal Food, Drug, and 
Cosmetic Act) and other ingredients.

Environmental pathogen means a pathogen that is capable of surviving and 
persisting within the manufacturing, processing, packing, or holding environment 
such that food may be contaminated and may result in foodborne illness if that food 
is consumed without treatment to significantly minimize or prevent the environmental 
pathogen. Examples of environmental pathogens for the purposes of this subpart 
include Listeria monocytogenes and Salmonella app. but do not include the spores of 
pathogenic spore formers.

Facility means a domestic facility or a foreign facility that is required to register under 
section 415 of the Federal Food, Drug, and Cosmetic Act, in accordance with the 
requirements of subpart H of this part.

Farm means:
(i) Primary Production Farm. A Primary Production Farm is an operation under 

one management in one general (but not necessarily contiguous) physical 
location devoted to the growing of crops, the harvesting of crops, the raising 
of animals (including seafood), or any combination of these activities. The term 
‘‘farm’’ includes operations that, in addition to these activities:
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(A) Pack or hold raw agricultural commodities;
(B) Pack or hold processed food, provided that all processed food used in 
such activities is either consumed on that farm or another farm under the 
same management, or is processed food identified in paragraph (i)(C)(2)(i) 
of this definition; and
(C) Manufacture/process food, provided that:

(1) All food used in such activities is consumed on that farm or another 
farm under the same management; or

(2) Any manufacturing/processing of food that is not consumed on that 
farm or another farm under the same management consists only of:
(i) Drying/dehydrating raw agricultural commodities to create a 

distinct commodity (such as drying/ dehydrating grapes to 
produce raisins), and packaging and labeling such commodities, 
without additional manufacturing/processing (an example of 
additional manufacturing/processing is slicing);

(ii) Treatment to manipulate the ripening of raw agricultural 
commodities (such as by treating produce with ethylene gas), 
and packaging and labeling treated raw agricultural commodities, 
without additional manufacturing/processing; and

(iii) Packaging and labeling raw agricultural commodities, when 
these activities do not involve additional manufacturing/
processing (an example of additional manufacturing/processing is 
irradiation); or

(ii) Secondary Activities Farm. A Secondary Activities Farm is an operation, not 
located on a Primary Production Farm, devoted to harvesting (such as hulling 
or shelling), packing, and/or holding of raw agricultural commodities, provided 
that the Primary Production Farm(s) that grows, harvests, and/or raises the 
majority of the raw agricultural commodities harvested, packed, and/or held 
by the Secondary Activities Farm owns, or jointly owns, a majority interest 
in the Secondary Activities Farm. A Secondary Activities Farm may also 
conduct those additional activities allowed on a Primary Production Farm in 
paragraphs (i)(B) and (C) of this definition.

Farm mixed-type facility means an establishment that is a farm but that also 
conducts activities outside the farm definition that require the establishment to be 
registered under section 415 of the Federal Food, Drug, and Cosmetic Act.

Food has the meaning given in section 201(f) of the Federal Food, Drug, and 
Cosmetic Act, except that food does not include pesticides (as defined in 7 U.S.C. 
136(u)).

Food allergen means a major food allergen as defined in section 201(qq) of the 
Federal Food, Drug, and Cosmetic Act.
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Foreign supplier means, for an article of food, the establishment that manufactures/
processes the food, raises the animal, or grows the food that is exported to the United 
States without further manufacturing/processing by another establishment, except 
for further manufacturing/processing that consists solely of the addition of labeling or 
any similar activity of a de minimis nature.

Good compliance standing with a foreign food safety authority means that the 
foreign supplier—

(1) Appears on the 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 of the supplier, of food producers that are in good compliance 
standing with the food safety authority; or

(2) Has otherwise been designated by such food safety authority as being in good 
compliance standing.

Harvesting applies to farms and farm mixed-type facilities and means activities that 
are traditionally performed on farms for the purpose of removing raw agricultural 
commodities from the place they were grown or raised and preparing them for use 
as food. Harvesting is limited to activities performed on raw agricultural commodities 
on a farm. Harvesting does not include activities that transform a raw agricultural 
commodity into a processed food as defined in section 201(gg) of the Federal 
Food, Drug, and Cosmetic Act. Examples of harvesting include cutting (or otherwise 
separating) the edible portion of the raw agricultural commodity from the crop 
plant and removing or trimming part of the raw agricultural commodity (e.g., foliage, 
husks, roots or stems). Examples of harvesting also include cooling, field coring, 
filtering, gathering, hulling, removing stems and husks from, shelling, sifting, threshing, 
trimming of outer leaves of, and washing raw agricultural commodities grown on a 
farm.

Hazard means any biological, chemical (including radiological), or physical agent that 
is reasonably likely to cause illness or injury.

Hazard requiring a control means a known or reasonably foreseeable hazard for 
which a person knowledgeable about the safe manufacturing, processing, packing, 
or holding of food would, based on the outcome of a hazard analysis (which includes 
an assessment of the probability that the hazard will occur in the absence of controls 
or measures and the severity of the illness or injury if the hazard were to occur), 
establish one or more controls or measures to significantly minimize or prevent the 
hazard in a food and components to manage those controls or measures (such as 
monitoring, corrections or corrective actions, verification, and records) as appropriate 
to the food, the facility, and the nature of the control or measure and its role in the 
facility’s food safety system.
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Holding means storage of food and also includes activities performed incidental to 
storage of a food (e.g., activities performed for the safe or effective storage of that 
food, such as fumigating food during storage, and drying/dehydrating raw agricultural 
commodities when the drying/dehydrating does not create a distinct commodity 
(such as drying/dehydrating hay or alfalfa)). Holding also includes activities 
performed as a practical necessity for the distribution of that food (such as blending 
of the same raw agricultural commodity and breaking down pallets), but does not 
include activities that transform a raw agricultural commodity into a processed 
food as defined in section 201(gg) of the Federal Food, Drug, and Cosmetic Act. 
Holding facilities could include warehouses, cold storage facilities, storage silos, grain 
elevators, and liquid storage tanks.

Importer means the U.S. owner or consignee of an article of food that is being offered 
for import into the United States. If there is no U.S. owner or consignee of an article of 
food 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, as confirmed in a signed statement of 
consent to serve as the importer under this subpart.

Known or reasonably foreseeable hazard means a biological, chemical (including 
radiological), or physical hazard that is known to be, or has the potential to be, 
associated with a food or the facility in which it is manufactured/processed.

Lot means the food produced during a period of time and identified by an 
establishment’s specific code. 

Manufacturing/processing means making food from one or more ingredients, or 
synthesizing, preparing, treating, modifying, or manipulating food, including food 
crops or ingredients. Examples of manufacturing/processing activities include: Baking, 
boiling, bottling, canning, cooking, cooling, cutting, distilling, drying/dehydrating raw 
agricultural commodities to create a distinct commodity (such as drying/ dehydrating 
grapes to produce raisins), evaporating, eviscerating, extracting juice, extruding (of 
animal food), formulating, freezing, grinding, homogenizing, labeling, milling, mixing, 
packaging, pasteurizing, peeling, pelleting (of animal food), rendering, treating 
to manipulate ripening, trimming, washing, or waxing. For farms and farm mixed-
type facilities, manufacturing/processing does not include activities that are part of 
harvesting, packing, or holding.

Microorganisms means yeasts, molds, bacteria, viruses, protozoa, and microscopic 
parasites and includes species that are pathogens.

Packing means placing food into a container other than packaging the food and also 
includes re-packing and activities performed incidental to packing or re-packing 
a food (e.g., activities performed for the safe or effective packing or re-packing of 
that food (such as sorting, culling, grading, and weighing or conveying incidental 
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to packing or re-packing)), but does not include activities that transform a raw 
agricultural commodity into a processed food as defined in section 201(gg) of the 
Federal Food, Drug, and Cosmetic Act.

Pathogen means a microorganism of public health significance.

Qualified auditor means a person who is a Qualified Individual as defined in 
this section and has technical expertise obtained through education, training, or 
experience (or a combination thereof) necessary to perform the auditing function 
as required by §1.506(e)(1)(i) or § 1.511(c)(5)(i)(A). Examples of potential qualified 
auditors include:

(1) A government employee, including a foreign government employee; and
(2) An audit agent of a certification body that is accredited in accordance with 

subpart M of this part.

Qualified Individual means a person who has the education, training, or experience 
(or a combination thereof) necessary to perform an activity required under this 
subpart, and can read and understand the language of any records that the person 
must review in performing this activity. A Qualified Individual may be, but is not 
required to be, an employee of the importer. A government employee, including a 
foreign government employee, may be a Qualified Individual.

Qualified facility means (when including the sales by any subsidiary; affiliate; or 
subsidiaries or affiliates, collectively, of any entity of which the facility is a subsidiary 
or affiliate) a facility that is a very small business as defined in this part, or a facility to 
which both of the following apply:

(1) During the 3-year period preceding the applicable calendar year, the average 
annual monetary value of the food manufactured, processed, packed or held at 
such facility that is sold directly to qualified end-users (as defined in this part) 
during such period exceeded the average annual monetary value of the food 
sold by such facility to all other purchasers; and

(2) The average annual monetary value of all food sold during the 3-year period 
preceding the applicable calendar year was less than $500,000, adjusted for 
inflation.

Raw agricultural commodity has the meaning given in section 201(r) of the Federal 
Food, Drug, and Cosmetic Act.

Ready-to-eat food (RTE food) means any food that is normally eaten in its raw state 
or any food, including a processed food, for which it is reasonably foreseeable that 
the food will be eaten without further processing that would significantly minimize 
biological hazards.
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Receiving facility means a facility that is subject to subparts C and G of part 117 of 
this chapter, or subparts C and E of part 507 of this chapter, and that manufactures/
processes a raw material or other ingredient that it receives from a supplier.

U.S. owner or consignee means the person in the United States who, at the time of 
U.S. entry, either owns the food, has purchased the food, or has agreed in writing to 
purchase the food.

Very small importer means:
(1) With respect to the importation of human food, an importer (including any 

subsidiaries and affiliates) averaging less than $1 million per year, adjusted 
for inflation, during the 3-year period preceding the applicable calendar 
year, in sales of human food combined with the U.S. market value of human 
food imported, manufactured, processed, packed, or held without sale (e.g., 
imported for a fee); and 

(2) With respect to the importation of animal food, an importer (including any 
subsidiaries and affiliates) averaging less than $2.5 million per year, adjusted 
for inflation, during the 3-year period preceding the applicable calendar 
year, in sales of animal food combined with the U.S. market value of animal 
food imported, manufactured, processed, packed, or held without sale (e.g., 
imported for a fee).

You means a person who is subject to some or all of the requirements in this subpart.
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Appendix B. Requirements for very 
small importers and very small 
foreign suppliers

1) You must document that you fall into one of these two categories

Very Small 
Importer 

Small Foreign 
Supplier

• You must document that you meet the definition of very small 
importer with respect to human food and/or animal food before 
initially importing food as a very small importer and thereafter 
on an annual basis by December 31 of each calendar year.

• For the purpose of determining whether you satisfy the 
definition of very small importer with respect to human food 
and/or animal food for a given calendar year, the relevant 
3-year period of sales (and U.S. market value of human or 
animal food, as appropriate) is the period ending 1 year before 
the calendar year for which you intend to import food as a very 
small importer. 

• The baseline year for calculating the adjustment for inflation is 
2011. 

• If you conduct any food sales in currency other than U.S. 
dollars, you must use the relevant currency exchange rate in 
effect on December 31 of the year in which sales occurred to 
calculate the value of these sales.

• You must obtain written assurance that your foreign supplier 
meets the criteria of a small foreign supplier before first 
approving the supplier for an applicable calendar year and 
thereafter on an annual basis by December 31 of each calendar 
year, for the following calendar year.

2) If you fall within these categories, you must comply with the following sections of 
     the rule:

• §§1.502 What foreign supplier verification program (FSVP) must I have?
• §§1.503 Who must develop my FSVP and perform FSVP activities?
• §§1.509 How must the importer be identified at entry?
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But you do not need to comply with the following sections:
• §§1.504 What hazard analysis must I conduct?
• §§1.505 What evaluation for foreign supplier approval and verification must 

conduct?
• §§1.506 What foreign supplier verification and related activities must I conduct?
• §§1.507 What requirements apply when I import a food that cannot be 

consumed without the hazards being controlled or for which the hazards are 
controlled after importation?

• §§1.508 What corrective actions must I take under my FSVP?
• § 1.510 How must I maintain records of my FSVP?

3) You must obtain written assurance, before importing the food and at least every 2 
years thereafter, that your foreign supplier is producing safe food. This certificate has 
different requirements depending on the type of importer / supplier in question.

Very
Small Importer

Small Foreign 
Supplier

(Qualified 
Facility)

Small Foreign 
Supplier (Very 

Small Farm 
or with a PSR 
Exemption)

The certificate must state that your foreign supplier is producing 
the food in compliance with processes and procedures that 
provide at least the same level of public health protection 
as those required under section 418 or 419 of the Federal 
Food, Drug, and Cosmetic Act, if either is applicable, and 
the implementing regulations, and is producing the food in 
compliance with sections 402 and 403(w) (if applicable) of the 
Federal Food, Drug, and Cosmetic Act.

The certificate must indicate that the farm acknowledges that 
its food is subject to section 402 of the Federal Food, Drug, 
and Cosmetic Act (or, when applicable, that its food is subject 
to relevant laws and regulations of a country whose food 
safety system FDA has officially recognized as comparable or 
determined to be equivalent to that of the United States).

The certificate must state that the foreign supplier is producing 
the food in compliance with applicable FDA food safety 
regulations (or, when applicable, the relevant laws and regulations 
of a country whose food safety system FDA has officially 
recognized as comparable or determined to be equivalent to that 
of the United States. At this time, this does not include Mexico). 
The written assurance must include either a brief description 
of the preventive controls that the supplier is implementing to 
control the applicable hazard in the food; or a statement that the 
supplier is in compliance with State, local, county, tribal, or other 
applicable non-Federal food safety law, including relevant laws 
and regulations of foreign countries.
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4) You must promptly take appropriate corrective actions if you determine that 
a foreign supplier of food you import does not produce the food consistent with 
the assurance provided. The appropriate corrective actions will depend on the 
circumstances but could include discontinuing use of the foreign supplier until the 
cause or causes of noncompliance, adulteration, or misbranding have been adequately 
addressed. You must document any corrective actions you take. This requirement 
does not limit your obligations with respect to other laws enforced by FDA, such as 
those relating to product recalls.

5) Being a very small importer or importing food from a very small foreign supplier, 
you do not need to comply with section 1.510 “How must I maintain records of my 
FSVP?” of the FSVP rule; however, there are still certain requirements that you must 
meet regarding records and documentation:

• You must keep records as original records, true copies (such as photocopies, 
pictures, scanned copies, microfilm, microfiche, or other accurate reproductions 
of the original records), or electronic records.

• You must sign and date records concerning your FSVP upon initial completion 
and upon any modification of the FSVP.

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

• You must make all records required under this subpart available promptly to an 
authorized FDA representative, upon request, for inspection and copying. Upon 
FDA request, you must provide within a reasonable time an English translation 
of records maintained in a language other than English.

• Offsite storage of records is permitted if such records can be retrieved and 
provided onsite within 24 hours of request for official review. Electronic records 
are considered to be onsite if they are accessible from an onsite location.

• If requested in writing by FDA, you must send records to FDA electronically or 
through another means that delivers the records promptly, rather than making 
the records available for review at your place of business.

• You must retain records required under this subpart for a period of at least 2 
years after you created or obtained the records.

• You must retain for at least 3 years records that you rely on during the 3-year 
period preceding the applicable calendar year to support your status as a very 
small importer. For example, this year you should have available the records that 
show that in the last 3 years you fell within the category of very small importer, 
and these records should be kept for the next 3 years.
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• You do not need to duplicate existing records you have (e.g., records that you 
maintain to comply with other Federal, State, or local regulations) if they 
contain all of the information required by this subpart. You may supplement any 
such existing records as necessary to include all of the information required by 
this subpart.

• You do not need to maintain the information required by this subpart in one set 
of records. If existing records you have contain some of the required 
information, you may maintain any new information required by this subpart 
either separately or combined with the existing records.

• Records obtained by FDA in accordance with this subpart are subject to the 
disclosure requirements under Part 20 of this chapter.

Requirements for Importers Importing Food from Very Small Foreign Suppliers

The following requirements only apply to you if you are NOT a very small importer, 
but you do import food from very small foreign suppliers. If you fall into this category, 
you must meet all the above-mentioned requirements, in addition to the following 
requirements:

1) Evaluation and reevaluation of very small foreign supplier compliance 
• In approving your foreign suppliers, you must evaluate the applicable FDA food 

safety regulations and information relevant to the foreign supplier’s compliance 
with those regulations, including whether the foreign supplier is the subject of 
an FDA warning letter, import alert, or other FDA compliance action related to 
food safety, and document the evaluation. You may also consider other factors 
relevant to a foreign supplier’s performance, including those specified in § 1.505 
“What evaluation for foreign supplier approval and verification must I conduct?”

• You must promptly reevaluate the concerns associated with the foreign 
supplier’s compliance history when you become aware of new information 
about the foreign supplier’s compliance with these regulations, including 
whether the foreign supplier is the subject of an FDA warning letter, import 
alert, or other FDA compliance action related to food safety, and document the 
reevaluation. If you determine that the concerns associated with importing a 
food from a foreign supplier have changed, you must promptly determine (and 
document) whether it is appropriate to continue to import the food from the 
foreign supplier.

• If at the end of any 3-year period you have not reevaluated the concerns 
associated with the foreign supplier’s compliance history, you must reevaluate 
those concerns and if you determine that the concerns associated with 
importing a food from a foreign supplier have changed, you must promptly 
determine (and document) whether it is appropriate to continue to import the 
food from the foreign supplier.
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• You may meet the requirements of the foreign supplier compliance evaluation 
and reevaluation if an entity other than the foreign supplier has performed 
the evaluation using a Qualified Individual. To do this, you will need to review 
and assess the evaluation or reevaluation conducted by that entity. You must 
document your review and assessment, including documenting that the 
evaluation or reevaluation was conducted by a Qualified Individual.

2) Approval of very small foreign supplier

• You must approve your foreign suppliers on the basis of the evaluation you 
conduct or that you review and assess and document your approval.

3) Use of approved very small foreign suppliers

• You must establish and follow written procedures to ensure that you import 
foods only from foreign suppliers you have approved based on the evaluation 
you conducted (or, when necessary and appropriate, on a temporary basis from 
unapproved foreign suppliers whose foods you subject to adequate verification 
activities before importing the food). You must document your use of these 
procedures.

• You may rely on an entity other than the foreign supplier to establish the 
procedures and perform and document the activities required, provided that 
you review and assess that entity’s documentation of the procedures and 
activities, and you document your review and assessment.

4) Documentation requirements 

• You must keep records that relate to your processes and procedures, including 
the results of your evaluations, reviews and assessments of foreign suppliers 
and you must have procedures to ensure the use of approved suppliers for at 
least 2 years after their use is discontinued (for example, because you have 
reassessed the compliance history of a foreign supplier or you have changed 
your procedures to ensure the use of approved suppliers).
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Appendix C. Toto’s Produce FSVP

Toto’s Produce Foreign Supplier Verification Programs

Table of Contents

• Description and General Characteristics of the Company 
 (Recommended Activity).

• Identification of the Importer for the Foreign Supplier Verification Programs 
(FSVP - Importer) (§1.509 of the FSVP Rule and Importer Definition in §1.500 of 
the FSVP Rule).

• Assignment of Qualified Individuals to Carry Out the Different Activities of the 
FSVP (§1.503 of the FSVP Rule).

• Food Hazard Analysis (§1.505 of the FSVP Rule).

• Foreign Suppliers Evaluation (§1.505 of the FSVP Rule) and Written Procedures 
to Approve Foreign Suppliers and to Ensure that Only Approved Foreign 
Suppliers are Used (§1.505 of the FSVP Rule). 

General Suppliers List 
Supplier Approval and Evaluation Program (Standard Operating Procedure)
Potential Papaya Suppliers Food Safety Survey
FSVP Foreign Supplier Assessment Example Form
List of Unapproved Suppliers - Rejected
Suppliers’ Level of Risk Table

• Appropriate Verification Activities (§1.505 of the FSVP Rule).
Supplier Verification Activities Procedure
Toto’s Produce FSVP Foreign Supplier Verification Activities
Papaya Receiving (Standard Operating Procedure) 

• Corrective Actions (§1.508 of the FSVP Rule).
Corrective Actions Record

•  Reassessment of the Foreign Supplier Verification Programs  
 (§1.505 of the FSVP Rule) Sample Record
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Description and General Characteristics of the Company (Recommended Activity)

Toto’s Produce LLC is a food importer and seller of mainly fresh produce imported 
from Mexico. In the last 5 years it has focused on the importation of Mexican papayas. 
The company began operations in 2010 and is headquartered at 1320 Fresh Avenue, 
Suite 205 in El Paso, TX. Toto’s Produce operations are carried out at its facilities, 
which consist of 1 warehouse of 20,000 square feet with five loading and unloading 
platforms, 2 refrigeration chambers and a central area for receiving/shipping, 
packaging and repacking the product. The company does not have its own transport 
and all product deliveries are made through a transport company. 11 people work in 
the company: 5 administrative employees including sellers and buyers, 3 people who 
operate in the warehouse including the person in charge of food safety, 2 people who 
constantly travel to the production areas in Mexico where Toto’s Produce is supplied, 
and 1 food safety professional. The company is an active member of the Texas 
International Produce Association (TIPA) and the United Fresh Produce Association 
since 2015. The company operates 6 days a week in a single shift. Cleaning and 
sanitation of all areas is done following a master cleaning schedule. In addition, each 
employee receives the necessary training to perform their daily activities correctly, 
according to their job responsibilities, and no employee works when they are ill. When 
it is necessary to repackage product, a personnel company is hired which sends 5 
employees already trained in the quality and safety policies of Toto’s Produce.

The company has an active papaya import program that is summarized in the 
following table:
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Summary of the Papaya Program

Product and packaging description

Intended use and intended consumers

Shelf Life

# Number of suppliers

FSVP - Importer

Approved by

Date and signature

Storage and distribution
Note: Each company determines these 
parameters on the needs of their 
product and their supply chain logistics.

Papayas of the Maradol variety in their 
natural form, unprocessed, packed in 35 
pounds corrugated cardboard boxes. 
The number of pieces / boxes depends 
on the size of the papayas.

Fresh consumption, no cooking required. 
The target consumer is the general 
public of all ages, not including infants.

10 suppliers 

Toto’s Produce, LLC

The shelf life of the product depends 
on the ripeness of the fruit. Once ripe, 
approximately 7-10 days at refrigeration 
temperature. Note: the product can 
be stored at different temperatures 
depending on the required ripeness level 
of the fruit, and each company has its 
defined procedures.

Distribution: 50°F – 55°F
Storage: Can vary depending on the level 
of ripeness of the fruit.
Unripe: 55°F – 60°F to reduce the 
ripening process or at room temperature 
to ripen the product.
Ripe: 50°F – 55°F or room temperature.
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Identification of the Importer for the Foreign Supplier Verification Programs  
(FSVP - Importer) (§1.509 of the FSVP Rule and Importer Definition in §1.500 of the 
FSVP Rule)

For the purpose of this example, the FSVP-importer for all incoming shipments 
received by Toto’s Produce is Toto’s Produce (as opposed to any of their customers; 
as explained earlier, in some cases more than one company can meet the definition 
of an FSVP-Importer). The company already has its DUNS number (XXX-XXX-XXX) 
and its facilities and personnel are located in El Paso, Texas. Toto’s Produce will be 
responsible for having the Foreign Supplier Verification Programs for the papayas it 
imports from Mexico.

Assignment of Qualified Individuals to Carry Out the Different Activities of the 
FSVP (§1.503 of the FSVP Rule)

The Qualified Individual of Toto’s Produce is Celestina Molina, a full-time employee of 
the company with extensive experience in consulting companies in the development 
of food safety programs and doing third party audits. Celestina will also be in charge 
of making or supervising the review of activities related to the program when these 
are carried out by another entity (for example, if a qualified individual at one of the 
papaya suppliers performed the hazard analysis, Celestina would be responsible for 
the review of the hazard analysis by Toto’s Produce). Additionally, Celestina Molina is 
fully bilingual and able to read and understand the language of the records that are 
being reviewed, in this case English or Spanish. 
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Hazard Analysis Sheet

** If another entity performs the hazard analysis, you may meet the requirement of determining if there are hazards that 
require control by reviewing/evaluating the analysis performed by that entity. Your review / evaluation of the analysis 
must include documentation indicating that the analysis was performed by a qualified individual.

IMPORTER APPROVAL     Celestina Molina       APPROVAL DATE

FSVP Papaya Hazard Analysis (§1.505 of the FSVP Rule) - Sample Form

IMPORTER NAME: Toto’s Produce LLC DATE: FEBRUARY 14th 2021

ADDRESS: 1320 Fresh Avenue Suite 205 El Paso, TX 79936

(1) Food/Food 
product

Fresh Papaya

Fresh Papaya

Fresh Papaya

The hazard analysis was done by another entify (if yes, 
please describe your evaluation of the analysis and 
include the entity´s name, address, email address and the 
date of the analysis)**

* All supporting documentation must be attached to this form.

NO, the hazard analysis was done by the qualified individual 
from Toto’s Produce (Celestina Molina). Celestina’s 
credentials demonstrating her ability are in the employee´s 
file.

Pathogenic 
microorganisms 
such as Salmonella 
and others.

Presence of 
pesticide residues 
in papaya above 
the maximum 
residue limits.

Extraneous 
materials like snails 
and debris.

Farm* during 
growing
and packing.

Farm* during 
growing.

The presence 
of pathogenic 
microorganisms in 
papaya has caused 
foodborne illness.

Pesticide residues 
on papaya above 
the MRLs or 
pesticides that are 
not approved can 
occur sporadically, 
mainly in less 
sophisticated farms.

Low risk since 
control occurs in 
the field through 
cultural practices 
and packing 
personnel are 
trained to identify 
them during papaya 
packing operations. 
Customers and 
consumers can 
readily identify and 
remove them, so 
they will not cause 
illness and injury.

At a minimum the 
application of the 
FSMA Produce 
Safety Rule and 
Annex A. Emphasis 
will be placed 
on the sanitary 
quality of water, 
correct use of 
disinfectants and 
employee hygiene 
and training. 

Pesticide 
application 
controls in the 
field.

(2)
Identify potential 

food safety hazards 
introduced, controlled 

or enhanced at this step 
B = Biological,

C = Chemical (including 
radiological)
P = Physical

(3)
Do any 

potential food 
safety hazards 

require a 
preventive 
control?

Yes

X

X

X

B

C

P

No

(4)
If yes, by whom?

*For purposes 
of FSMA 

Produce Safety 
Rule, papaya 
packinghouse 

are considered a 
farm.

(5)
Justify your decision 

for column 3

(6)
Describe the 
nature of the 

controls

QUALIFIED INDIVIDUAL APPROVAL: C. Molina
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Evaluation of Foreign Suppliers (§1.505 of the FSVP Rule) and Written Procedures 
to Approve Foreign Suppliers and to Ensure that Only Approved Foreign Suppliers 
are Used (§1.505 of the FSVP Rule)

General Suppliers List for Toto’s Produce. This table shows the suppliers for Toto’s 
Produce.

Name of the company or 
person, physical address 
and contact person 
(24/7/365)

Supplier # 1 - Grupo 
Armería Calle 
Venustiano Carranza 
#2407 Tecoman, Colima
Javier Solis
j.solis@grupoarmeria.com
Cellphone:614 111 1111

Supplier # 2 - 
Comercializadora de 
Frutas Tropicales

Supplier # 3 - 
Productores de Frutas 
Tropicales

Supplier # 4 - 
Hermanos Cruz

Supplier # 5 - Saúl 
Quiñones

Supplier # 8 - Papayas 
Fashion

Supplier # 6 - María 
Fuentes

Supplier # 9 - Special 
Fruits

Supplier # 7 - La Serena

Supplier # 10 - 
Frutipapaya

Supplier # 11 - 
Yumipapaya

Supplier # 12 -  Big 
Papaya

What is the company´s role 
in the papaya supply chain?
Only Grower (G), Grower 
with Packinghouse (G/P), 
Distributor (D)

G

D

G/P

G/P

G/P

G/P

G/P

G/P

G/P

G/P

G/P

G/P

Years as a 
supplier

1.5

2.25

1.33

2.5

New

0

5

0

15

0

0

0

Is this company 
approved?
Yes / No

Yes

Yes

Yes

Yes

Yes

No

Yes

No

Yes

No

No

No

Applicable food safety laws and 
requirements

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

FSMA Produce Safety Rule and 
Annex A from SENASICA

Preventive controls for human food. 
This company is a distrubutor and 
does not meet the definition of 
“supplier” for FSVP. the foreign 
supplier is each farm supplying 
papaya to this intermediary/
distributor. For this specific exporter 
Toto’s Produce either needs to get 
this information from the grower, or 
Toto’s must review this information 
from the intermediary.
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Policy
All the papayas that Toto’s Produce buys and sells come from suppliers that have been 
approved and have gone through the supplier evaluation, monitoring and verification 
procedure according to the FDA FSVP rule. Occasionally and due to shortages, Toto’s 
Produce buys papayas from farms on its suppliers list or from an intermediary located in 
Ciudad Juárez, Chihuahua with the understanding that the foreign supplier is the farm 
where papayas are grown.

Objective: 
Toto’s Produce supplier program is intended to ensure that foreign suppliers are 
controlling the hazards identified in the corresponding hazard analysis. This is carried 
out through the evaluation and verification activities established in this program.

Responsibility: 
Qualified Individual

Note to the reader:
Some activities in this section include activities that go beyond regulatory requirements 
but are considered best practices in the industry.

Procedure: 
1. A potential supplier is selected.
2. They are asked to fill out the Papaya Supplier Questionnaire which is 
presented at the end of this procedure. This questionnaire will help review and 
understand the supplier’s procedures, processes, practices, and history related to 
food safety.
3. The qualified individual for Toto’s Produce evaluates food safety practices and 
procedures, location and how it may affect food safety, papaya analysis results, 
audit results, the supplier’s responsibility and interest in solving problems, and other 
factors. This activity will be documented in the FSVP Foreign Supplier Assessment 
Example Form and a simple report will be issued if necessary.
4. To evaluate the supplier’s compliance with US regulations, click on the 
following link: https://datadashboard.fda.gov/ora/fd/index.htm
5. Click on “Search Firm Information” (the yellow bar).
6. Write in the space the name of the company or the FEI (FDA Establishment 
Identifier).
7. Carefully review the company profile (foreign supplier). Once the company is 
found on the web page, you will be able to find information on FDA actions and 
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interactions with the company over time, inspections and results, compliance 
actions, product recalls, import rejections, import alerts and warning letters.
8. Review this information carefully and document the foreign supplier 
information on the FSVP Foreign Supplier Evaluation Example Form*.

The following activities are the activities suppliers need to have and do to be approved, 
and then once approved, these are the things you will continue to verify as the FSVP-
Importer. The specific required activities for each of Toto’s Produce’s suppliers are 
described in the FSVP foreign supplier verification activity sheet.

• The supplier must be registered with the national department of agriculture 
of the country of origin (SENASICA) and comply with the content of ANNEX 
A of the SENASICA Papaya Action Plan indicating the measures to reduce the 
risk of contamination by Salmonella during the growing, harvest and packing of 
papaya (Carica Papaya L.) (“ANEXO A de las Medidas para reducir el riesgo de 
contaminación por Salmonella durante el cultivo, cosecha y empaque de papaya 
del Plan de acción para papaya (Carica Papaya L.) de SENASICA”).
• The supplier must comply with the Food Safety Best Practices Guide for 
the growing and handling of Mexican papaya (“Food Safety Best Practices Guide 
for the Growing and Handling of Mexican Papaya”).
• Some growers may be subject to random pesticide testing to ensure that the 
MRLs for the product meet the established requirements.
• The supplier must have a third-party audit in good agricultural practices 
annually. The supplier will be required to deliver a copy of the audit report that 
includes the non-conformities. This report will be evaluated to determine the 
status of the supplier. The audit could be made by a third-party or performed by 
personnel from Toto’s Produce or the Papaya Exporters Association (PROEXPORT). 
This does not have to be a certification, but at a minimum it does have to be an 
audit such as the United Fresh Produce Association Harmonized Good Agricultural 
Practices audit (including food safety programs and auditing protocol for the 
fresh papaya supply chain, commonly referred to as the papaya metrics or papaya 
addendum) or another that includes the basics of the FSMA Produce Safety Rule 
and is done by a qualified auditor.
• A letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these 
products must be provided.
• A letter of guarantee stating that the product meets all relevant standards 
and regulations including the FSMA Produce Safety Rule must be provided.
• Some suppliers will be subject to visits by Toto’s Produce staff or the Papaya 
Exporters Association (Asociación de Exportadores de Papaya) to verify their 
practices and review relevant food safety records, for example those required by 
the Produce Safety Rule.
• Suppliers need to be on the FDA’s green list and must not field-pack papayas.

With this information, the qualified individual will determine and assign the supplier’s 
risk level for each hazard (pathogens and pesticides). The qualified individual will assign 
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one of the 3 risk levels following a traffic light pattern: 1 = Green, 2 = Yellow, 3 = 
Red and will document it in the general supplier’s list. A supplier will obtain a green 
denomination when no food safety issues have been identified, a yellow will be assigned 
when there are a few food safety issues identified but there is a way to do a corrective 
action, lastly a supplier will obtain a red denomination when there are issues that need 
to be corrected and the foreign supplier can’t be approved as a Toto’s Produce supplier.

After making the evaluation, the qualified individual will include the level of risk and 
some important notes on each operation in the FSVP Foreign Supplier Assessment 
Example Form and the supplier’s risk table. 

With all this information, the qualified individual will determine the appropriate 
verification activities that each supplier has to implement in accordance with their risk 
level as described in the supplier verification activities procedure.

Unapproved Suppliers
If Toto’s Produce is “short” on papayas, inactive suppliers who have already been 
approved should be used as a first choice, However, sometimes obtaining raw materials 
from suppliers that are not on the list of approved suppliers is necessary. Purchases 
are made from unapproved suppliers only when product is lacking, or an unexpected 
event occurs. Toto’s Produce intends that when an unapproved supplier is used, it will 
eventually become an approved supplier. The purchase decision is made for each batch 
of product or ingredient that is needed.

Short-term or emergency suppliers (the foreign supplier is always the farm, any 
intermediary must provide information from the farm where they obtain the papayas) 
must provide the following documents:

• Letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these 
products.
   -OR-
• Pesticide analysis results for the shipment sent to Toto’s Produce to ensure 
that the MRLs for the product meet the established requirements.
   -OR-
• The supplier must have a third-party audit in good agricultural practices 
annually. The supplier will be required to deliver a copy of the audit report that 
includes the non-conformities. This report will be evaluated to determine the status 
of the supplier.
   -AND-
• Letter of guarantee stating that the product complies with all relevant 
standards and regulations including the FSMA Produce Safety Rule or the 
Preventive Controls Rule.
   -AND-
• The supplier must be registered on the green list and have a papaya 
packinghouse.
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Potential Papaya Suppliers Food Safety Survey
Company Name:  ____________________________________________________
Address: ___________________________________________________________
Number of growing locations: _________________________________________
Food Safety Contact Name, Phone Number and Email: _____________________
This questionnaire will help us determine what documents and additional questions 
we have for you so that we remain complaint and can continue to import product 
from you.

• Does the farm/packinghouse ever source papaya from other growers or 
suppliers to fulfil our orders?

• Has at least one staff person taken the Course on Food Safety Best Practices 
Guide for the Growing and Handling of Mexican Papaya and the Produce Safety 
Alliance Grower Training? Please provide a copy of the training certificate.

• Has FDA inspected the farm? If so, when? Please provide a copy of form 4056 
or other inspection report.

• Has the farm or other entity in the supply chain ever been on FDA’s Import 
Alert? If so, what is the Import Alert number and is the Import Alert current?

• Has the farm or other entity in the supply chain ever had a recall? If so, when, 
and what corrective actions were implemented as a result?

• Has the farm or other entity in the supply chain received a warning letter from 
FDA, or had a shipment refused for import?

• Is the farm audited (GAP/ food safety audit)? If, so please provide the full audit 
report as well as any corrective actions.

• Has the farm implemented a Good Agricultural Practices Program?
• What type of water is used for irrigation and chemical applications?
• Does that water used in the fields ever touch the harvestable portion of the 

papaya?
• Is there a traceability program in place?
• Does the farm have its own green list?
• Does the farm field-pack papaya?
• Does the farm have a packinghouse?
• Has the farm conducted a hazard analysis? If so, please provide the full hazard 

analysis for each product shipped to us.
Please explain how major hazards are controlled.

• Does the farm conduct any pre- or post-harvest testing? If so, what is tested for, 
how often?

• Does the farm have a formal cleaning and sanitizing program with records?
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Packinghouse Postharvest Water Questions
What type of water is used in the packinghouse?
What type of water is used for washing papayas?
Does the operation wash papayas with recirculated or single pass water?
How many tanks are used for the wash process?
Does the operation treat the water? 

In which tanks?
 What is the sanitizer used at the operation?

In which tanks?
What is the concentration and what method is used to test the concentration? 
Are there water treatment records available?
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FSVP Foreign Supplier Assessment Example Form. 

Importer’s Name and Information
Toto’s Produce
1320 Fresh Avenue Suite 205 El Paso, TX 79936
Evaluation date: February 28, 2021
Qualified Individual: Celestina Molina

Papaya Foreign Supplier’s Name and Information 
Supplier #1 - Grupo Armeria
Address: Calle Venustiano Carranza #2407 Tecoman, Colima
Contact (24/7/365): Javier Solis 
Email: j.xxxx@grupoarmeria.com
Cellphone: 614-111-1111

Positive

Positive

Risk level
2 = Yellow

Supplier approved 
by Celestina Molina 
on February 1, 2021

Yes

Results of the foreign supplier evaluation ***
Determination of the risk level 1 = Green, 2 = Yellow, 3 = Red

[Note: If the assessment was performed by another entity (other than the foreign supplier), include the 
name, address, and email of the entity and the date of the assessment.]

Packinghouse practices, including wash water management, were evaluated 
and adhered to best practices

Papayas are transported by a 3rd party trucking company that has been 
evaluated by Hermanos Cruz packinghouse but has not been reviewed by 
Toto’s Produce

Is the company on the 
FDA’s green list?

Other supply chain risks

Type of activity

Questionnaire for 
papaya suppliers

Important Notes on the supplier’s Operation Determination
(positive/negative
/probation)

PositiveBeing a large grower, they are audited by a third party in a GFSI approved 
scheme and SENASICA Annex A. The grower uses well water and treats it 
for applications. No microbiological risks where found. 

This grower does not have their own packinghouse, but they do not pack 
or wash in the field either since these services are contracted with the 
Hermanos Cruz packinghouse. Toto’s purchases from Grupo Armeria and 
Hermanos Cruz, but Hermanos Cruz is not the supplier per FSVP, Grupo 
Armeria is always the supplier since they grow the papayas.  

Positive 

Positive

Probation

Positive

Positive

Positive

None

Voluntary recall of a couple of batches in 2018 due to the presence of 
unapproved pesticides on papaya. Analysis done by the importer.

Quarterly pesticide test following recall.

Weekly review of pesticide application records for all growing areas by the 
farm’s safety professional

None

Supplier’s procedures, 
practices and processes

Investigation and evaluation of supplier compliance with US regulations

https://datadashboard.fda.gov/ora/fd/index.htm

Import alerts

Product recalls

Other significant 
compliance actions

Supplier’s corrective 
actions

Warning letters

Note to the Reader:
Only a few suppliers were assessed for the purpose of this model. Each company is different 
and must do its own evaluation based on risk.
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Papaya Foreign Supplier’s Name and Information 
Supplier #2 – Comercializadora de Frutas Tropicales
Address: Street, City, State
Contact (24/7/365): XXX 
Email: xxxx@xxxxx.com
Cellphone: XXXX
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Papaya Foreign Supplier’s Name and Information 
Supplier #3 – Productores de Frutas Tropicales
Address: Street, City, State
Contact (24/7/365): XXX 
Email: xxxx@xxxxx.com
Cellphone: XXXX
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Papaya Foreign Supplier’s Name and Information 
Supplier #4 – Hermanos Cruz
Address: Street, City, State
Contact (24/7/365): XXX 
Email: xxxx@xxxxx.com
Cellphone: XXXX
List of Unapproved Suppliers - Rejected by the Company for not Being Reliable 
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Suppliers and Posing High Risk

The examples described below are not real, nor do they refer to a particular company, 
activities and/or actions, they are simply intended to illustrate some scenarios in 
which it is recommended to not approve the company that seeks to be an approved 
supplier, since they could pose a health risk

Supplier #8 – Papayas Fashion

Papayas Fashion SPR de RL de CV is a papaya growing and packing company based 
in Nayarit. The farm has 10 hectares in production of maradol papaya; it does not have 
its own FDA green list, nor has it been able to verify the correct implementation of the 
SENASICA papaya action plan - Annex A.

Evaluation results
By not having a green list and not having proved the implementation of the 
SENASICA papaya action plan (Annex A) Papayas Fashion SPR de RL de CV is 
considered not to be a reliable supplier for Toto’s Produce. A very important and 
non-negotiable requirement for all companies seeking to join Toto’s Produce’s list of 
approved papaya suppliers is that they must have at least one company-specific FDA 
green list.

Supplier #9 - Special Fruits 

Special Fruits SPR de RL de CV, located in Colima, is dedicated to the production 
and packaging of papaya and has 8 hectares in development of 3 months and 8 
hectares in production with 1 month of harvest. Special Fruits has proved that it has 
implemented the SENASICA papaya action plan (Annex A) in both stages; however, it 
does not have its own FDA green list for the company.

Evaluation results
Special Fruits SPR de RL has an action plan for papaya but it cannot yet be 
considered within the list of approved suppliers since it does not have its own green 
list. They have been asked to carry out the procedure for obtaining its own green 
list, send their 5 shipments and submit to the border analysis in order to obtain their 
green list from the FDA. Once they obtain their green list, a new analysis will be made 
and if the result is favorable, they will be added to Toto’s Produce list of approved 
suppliers.

Note:
As part of FSVP, you are NOT required to maintain a list of suppliers that were 
rejected. This example is only shown to illustrate the thought process.
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Supplier #10 - Frutipapaya 

Frutipapaya SPR de RL de CV is based in Torreon and is dedicated to the marketing 
of papaya. Frutipapaya does not have its own growing farm but it does have a green 
list for the company located at the physical address where its packinghouse is and in 
which it carries out repackaging activities. Frutipapaya buys fruit in different states in 
Mexico, mainly Michoacán, Colima and Chiapas and transfers them to Torreon, where 
it packs the fruit for commercialization abroad. This company has not been able to 
verify the origin of the product and some of its fruit suppliers have not implemented 
the SENASICA papaya action plan (Annex A). 

Evaluation results
Frutipapaya SPR de RL de CV has an FDA green list, however it was not possible 
to determine the origin of its fruit suppliers, nor was it possible to verify that the 
suppliers had implemented the SENASICA papaya action plan (Annex A).
Frutipapaya cannot be considered a reliable supplier since it is not possible to carry 
out the traceability of the product to the growing unit and it is not known if the 
growers have implemented the contamination risk reduction system (sistema de 
reducción de riesgos de contaminación). Since Toto’s Produce must evaluate each 
grower (since they are the “supplier” according to FSVP), Frutipapaya cannot be 
approved.

The main recommendation made to the company is that it implements a supply 
chain program in which it evaluates and approves its various approved suppliers. 
Frutipapaya may be considered for a second evaluation and considered for the 
approved supplier’s list once the fruit can be traced back to its origin and that the 
company as well as Toto’s Produce can verify that its suppliers have implemented 
their SENASICA’S contamination risk reduction system (Sistema de Reducción de 
Riesgos de Contaminación de SENASICA).

Supplier #11 - Yumi Papaya
 
Yumi Papaya SPR de RL de CV is dedicated to the production and marketing of 
papaya and is located in Mexicali, Baja California. The company carries out fruit  
repacking activities in its packinghouse in Mexicali and where the company has its 
own green list. Yumi Papaya has 10 growing hectares in Manzanillo, Colima and 15 
hectares in Culiacán, Sinaloa. Both growing units have implemented the SENASICA 
papaya action plan (Annex A) but neither of the two farms has a packinghouse.

Yumi Papaya’s own production is not enough to satisfy the high demand for fruit 
from its customers, so it acquires more fruit from other papaya growers in the areas 
where it has its farms and later transfers it to Mexicali where it is packed for its 
commercialization abroad. The papaya from their own production units is mixed with 
the product of other growers. Yumi Papaya has not been able to verify that its other 
fruit suppliers have implemented SENASICA’s papaya action plan (Annex A) and it 
does not have a traceability program for the shipments it sends.
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Evaluation results
Yumi Papaya has a green list from the FDA and its 2 own growing units have 
implemented the SENASICA papaya action plan (Annex A). Considering only the 
above, Yumi Papaya could be considered an approved supplier for Toto’s Produce.
However, the company also acquires fruit from other growers and it was not possible 
to verify who they are, nor was it possible to verify that they have implemented the 
SENASICA papaya action plan (Annex A). Since Toto’s Produce must evaluate each 
grower (since they are the “supplier” according to FSVP), Yumi Papaya cannot be 
approved. In addition, in the Mexicali packinghouse, all the fruit is mixed at the time of 
repackaging and the traceability of the product is lost.

As it is not possible to trace the product to the production unit and is not known if 
the growers implemented contamination risk reduction system (sistema de reducción 
de riesgos de contaminación), the company Yumi Papaya cannot be considered as an 
approved supplier for Toto’s Produce.

The main recommendation made to Yumi Papaya is that it implements a supply chain 
program in which it evaluates and approves its various reliable suppliers to verify 
that their suppliers are implementing their contamination risk reduction systems 
(sistemas de reducción de riesgos de contaminación). It is also recommended that 
they strengthen their traceability system to identify where the fruit comes from on all 
shipments.

If Yumi Papaya can guarantee that the fruit that it will sell to Toto’s Produce will 
be solely and exclusively from its own production units that have implemented the 
SENASICA papaya action plan (Annex A) then they could be considered for a second 
evaluation and included on the importer’s approved suppliers list.

Supplier #12 – Big Papaya

Big Papaya SPR de RL de CV is a company located in Michoacán and is dedicated 
to the production and commercialization of papaya. It has 3 production units of 
12 hectares each at different stages, all of which are implementing the SENASICA 
papaya action plan (Annex A); likewise, it has its own FDA green list.

The company Big Papaya SPR de RL de CV, has a packinghouse which has not yet 
been audited by a third party specialist in SENASICA’s papaya action plan (Annex 
A). The internal evaluation of Toto’s Produce indicated that Big Papaya uses canal 
water to fill its tubs and has not yet implemented a corrective action in this regard. In 
addition, it does not keep records of the concentration measurements for sanitizing 
solutions and pH in the fruit wash tubs.

Evaluation results
Big Papaya was recommended to carry out 3 corrective actions in its packinghouse: 
1) It must correct the water source for water that has direct contact with the product 
and that it has to comply with the guidelines set out in the SENASICA papaya action 
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plan (Annex A) and the best food safety practices for the cultivation and handling 
of Mexican papaya guide (Food Safety Best Practices Guide for the Growing and 
Handling of Mexican Papaya) 2) Keep adequate records of the water treatment where 
disinfectant concentrations and pH of fruit wash tubs are monitored and recorded. 3) 
Register and request an internal third-party audit from a SENASICA specialist on the 
SENASICA papaya action plan (Annex A).
Once the company resolves the aforementioned corrective actions, another evaluation 
will be carried out in order to be added to Big Papaya to Toto’s Produce approved 
suppliers list.
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Suppliers’ Level of Risk Table
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Policy
Toto’s Produce asks all of its approved suppliers to submit evidence of their food 
safety programs, applicable food safety regulations and standards annually or more 
frequently in the form of third-party audits (for example the United Fresh Harmonized 
GAP), records or guidance documents or letters of guarantee, including compliance 
with the MRLs for the chemicals used for each incoming product. Third-party 
audits are the preferred evidence and on some occasions a visit to the farm will be 
conducted by Toto’s Produce staff to review and evaluate the food safety records of 
the papaya farm.

Objective: 
Toto’s Produce supplier program is intended to ensure that foreign suppliers are 
controlling the hazards identified in the corresponding hazard analysis. This is carried 
out through the evaluation and verification activities established in this program.

Responsibility: 
Qualified Individual

Note to the reader:
Some activities in this section include activities that go beyond regulatory 
requirements but are considered best practices in the industry.

Requirements for selected suppliers and verification procedure(s)
Toto’s Produce currently requires papaya growers to meet one or more of the 
following requirements which will be verified according to the risk assigned to each 
foreign supplier.

The following activities are the activities suppliers need to have and do to be 
approved, and then once approved, these are the things Toto’s Produce will continue 
to verify as the FSVP importer. The specific required activities for each of Toto’s 
Produce’s suppliers are described in the FSVP foreign supplier verification activity 
sheet.

1. The supplier must be registered with the national department of agriculture 
of the country of origin (SENASICA) and comply with the content of ANNEX 
A of the SENASICA Papaya Action Plan indicating the measures to reduce the 
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risk of contamination by Salmonella during the growing, harvest and packing of 
papaya (Carica Papaya L.) (“ANEXO A de las Medidas para reducir el riesgo de 
contaminación por Salmonella durante el cultivo, cosecha y empaque de papaya 
del Plan de acción para papaya (Carica Papaya L.) de SENASICA”).
2. The supplier must comply with the Food Safety Best Practices Guide for the 
growing and handling of Mexican papaya (“Food Safety Best Practices Guide for 
the Growing and Handling of Mexican Papaya”).
3. Some growers may be subject to random pesticide testing to ensure that the 
MRLs for the product meet the established requirements.
4. The supplier must have a third-party audit in good agricultural practices 
annually. The supplier will be required to deliver a copy of the audit report that 
includes the non-conformities. This report will be evaluated to determine the 
status of the supplier. The audit could be made by a third-party or performed 
by personnel from Toto’s Produce or the Papaya Exporters Association 
(PROEXPORT). This does not have to be a certification, but at a minimum it does 
have to be an audit such as the United Fresh Produce Association Harmonized 
Good Agricultural Practices audit (including the verification PAPAYA rider NEED 
NAME) or another that includes the basics of the FSMA Produce Safety Rule and 
is done by a qualified auditor.
5. A letter of guarantee indicating that the chemicals and materials used are 
authorized for use in papaya and that they comply with the MRLs for these 
products must be provided.
6. A letter of guarantee stating that the product meets all relevant standards and 
regulations including the FSMA Produce Safety Rule must be provided.
7. Some suppliers will be subject to visits by Toto’s Produce staff or the Papaya 
Exporters Association (Asociación de Exportadores de Papaya) to verify their 
practices and review relevant food safety records, for example those required by 
the Produce Safety Rule.
8. Suppliers need to be on the FDA’s green list and do not field-pack papayas.

In the event that the supplier does not meet these requirements, the supplier will not 
be used until compliance is achieved.

If the supplier meets the requirements, they will start to be used as an interim supplier 
for a 6-month trial period. During this trial period, frequent monitoring is carried 
out (e.g. pesticide testing records) in order to ensure that the supplier is committed 
to meeting the quality and safety conditions of the product. In the event that the 
product ceases to comply with these conditions, the supplier will cease to be used 
until it can once again demonstrate compliance with the requirements, in which case 
the trial period will be restarted. Once the supplier is on the list of approved suppliers, 
the quality and safety conditions of the product will continue to be evaluated through 
routine monitoring. In the event that the product ceases to comply with these 
conditions, the supplier will cease to be used until it can once again demonstrate 
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compliance with the requirements, the supplier acceptance procedure will be 
restarted, and the supplier will have to comply again with the trial period before being 
put back on the approved supplier list.

Verification records
All documentation (records, commitment letters/letters of guarantee, audit reports, 
etc.) provided by suppliers for approval are kept and evaluated by the Qualified 
Individual.



Guide to Develop and Implement Foreign Supplier Verification Programs (FSVP) for Importers of Mexican Papaya | 2021 

105

Toto’s Produce FSVP Foreign Supplier Verification Activities

Note to the Reader:

This section shows the verification activities for four suppliers. Each company must 
work on their own verification activities.

Importer’s Name and Information
Toto’s Produce
1320 Fresh Avenue Suite 205 El Paso, TX 79936
Evaluation date: February 28, 2021
Qualified Individual: Celestina Molina

Papaya Foreign Supplier’s Name and Information
Supplier #1: Grupo Armería
Risk Category: Yellow
Address: Venustiano Carranza Street #2407 Tecoman, Colima
Contact (24/7/365): Javier Solis
Email: j.solis@grupoarmeria.com
Cellphone: 614-111-1111

The following table shows the verification activities at Grupo Armería (Supplier #1)

*All supporting documentation is attached to this form in the foreign supplier’s file.
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Papaya Foreign Supplier’s Name and Information
Supplier #2: Comercializadora de Frutas Tropicales
Risk Category: Yellow
Address: Street, City, State
Contact (24/7/365): XXXX
Email: xxxx@xxxx.com
Cellphone: XXXX-XXXX

The following table shows the verification activities at Comercializadora de Frutas 
Tropicales (Supplier #2)

*All supporting documentation is attached to this form in the foreign supplier’s file.
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Papaya Foreign Supplier’s Name and Information
Supplier #3: Productores de Frutas Tropicales
Risk Category: Green
Address: Street, City, State
Contact (24/7/365): XXXX
Email: xxxx@xxxx.com
Cellphone: XXXX-XXXX

The following table shows the verification activities at Productores de Frutas 
Tropicales (Supplier #3)

*All supporting documentation is attached to this form in the foreign supplier’s file.
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Papaya Foreign Supplier’s Name and Information
Supplier #4: Hermanos Cruz
Risk Category: Green
Address: Calle, Cuidad, Estado
Contact (24/7/365): XXXX
Email: xxxx@xxxx.com
Cellphone: XXXX-XXXX

The following table shows the verification activities at Hermanos Cruz (Supplier #4)

*All supporting documentation is attached to this form in the foreign supplier’s file.



Guide to Develop and Implement Foreign Supplier Verification Programs (FSVP) for Importers of Mexican Papaya | 2021 

109

Policy: 
All papayas loads are inspected at receiving to make sure they only come from 
approved suppliers with appropriate verification activities in place. 

Purpose: 
This SOP outlines papaya receiving procedures.

Scope: 
Each delivery of papayas.

Responsibility:  
Food safety coordinator responsible for SOP development. Receiving staff are 
responsible for SOP implementation. Toto’s procurement staff are fully informed on 
who is approved and only sources papayas from approved suppliers.   

Procedure: 

1. All incoming loads that arrive at the facility must come with a delivery ticket 
or invoice that explains the origin of the papayas being delivered. All incoming 
materials should be delivered by approved suppliers.
2. Toto’s Produce keeps a list at the receiving dock with the names of the 
approved suppliers.
3. The receiving staff checks the Bills of Lading for each shipment to verify that 
only approved suppliers are on the BOL. 
4. There is a box on the receiving sheet (which also includes non-FSVP 
information such as count, quality, etc.) where the receiving staff initials to verify 
that all papayas are received from approved papayas.  
5. If an unapproved source is received, the shipment is rejected, or the product is 
put on hold and the FSVP QI is contacted (Celestina). 
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Reassessment of the Foreign Supplier Verification Programs (§1.505 of the 
FSVP Rule) Sample Record
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