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DISCLAIMER

This guide is intended to provide information and suggested guidelines for Western Growers Association 
members to follow during FDA Assignment Sampling Visits. The guide represents Western Growers’ best 
efforts to provide information based on current regulations and guidelines with the understanding that federal 
and state requirements and interpretations can change as new regulations and guidance are issued. This guide 
does not constitute legal advice, nor does it create or imply the existence of an attorney-client relationship. The 
recommendations are not exhaustive and may not apply in every situation. It is the sole responsibility of the 
reader to verify that the recommendations are appropriate for its company and facility. Western Growers does 
not assume any responsibility for members’ compliance with applicable laws and regulations, and recommends 
that users consult with their own legal and technical advisers to ensure that their procedures and operations 
meet relevant federal, state, and local requirements.
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A.	 PURPOSE

The purpose of this document is to provide background, direction, and guidance to growers, 
shippers, handlers, and similarly-situated firms regarding the Food and Drug Administration (FDA or 
the agency) sampling of product at the growing operation or at an FDA-regulated commercial cooler, 
or cold storage facility for a processing facility under a sampling assignment.1,2

It is intended as a resource for purposes of activities conducted under a sampling assignment, but 
is not intended to capture every scenario that may be presented by the agency, address formal 
inspections3 carried out by the agency, or address formal investigations by FDA.4

B.	 BACKGROUND FOR REGULATORY SAMPLING

1.	 Under what legal authority is sampling conducted?

The Federal Food, Drug and Cosmetic Act (FFDCA) gives FDA the authority to conduct 
investigations and collect samples.5

2.	 When might FDA collect samples, i.e., what are the different types of sampling?

FDA collects various types of samples to further its goals to oversee and maintain public health. 

1  Note, we use the terms “investigator” and “inspector” interchangeably throughout. Where helpful, we include an example of the form 
referenced.

2  To the extent applicable, we use the terms “farm,” “FDA-regulated commercial cooler,” and “cold storage facilities for a processing facility” 
subject to sampling assignments interchangeably.

3  The 2018 Western Growers manual on FDA inspections provides information and suggested guidelines to follow during food regulatory 
inspections.

4  There are two primary reasons for conducting on-farm investigation: 1) an outbreak and trace back investigation that implicated the farm 
and related operations; and/or follow-up to a positive produce sample. For a reference guide to produce farm investigations, see FDA Guide to 
Produce Farm Investigations (Nov. 18, 2014), https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-
guides/guide-produce-farm-investigations-1105.  

5  21 USC § 372(a)(1)(A) (stating “The Secretary is authorized to conduct examinations and investigations for the purposes of this Act . . . .”).

Section A: Purpose
Section B: Background for Regulatory Sampling
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There are two basic sample types:

Official Samples. An Official Sample is one taken from a lot 
for which Federal jurisdiction can be established. If violative, 
the Official Sample provides a basis for administrative or 
legal action.

Investigational Samples. These samples are not required 
to be collected from lots in interstate commerce or under 
federal jurisdiction. They are generally collected to document 
observations, support regulatory actions or provide other 
information. They may be used as evidence in court, and 
they must be sealed, and their integrity and chain of custody 
protected.

Official samples and investigational samples are collected 
during authorized sampling activities that include routine, for-
cause, or surveillance sampling:

Routine Sampling. Routine inspections and sampling are 
routinely scheduled investigations conducted according 
to a random selection process and/or according to FDA’s 
inspectional frequency. Samples collected during routine 
inspections can be either official samples or investigational 
samples.

For-Cause Inspection Sampling. For-cause inspections 
and sampling are those conducted in response to a current 
or previous outbreak or during an emergency. Samples 
collected during for-cause inspections can be either official 
samples or investigational samples.

Surveillance Sampling. Surveillance sampling is only 
conducted as part of a surveillance assignment for specific 
commodities generally in or from certain regions. Samples 
collected during surveillance sampling can be either 
official samples or investigational samples. Under sampling 
assignments, FDA typically selects certain commodities for a 
larger sampling exercise of approximately 1,600 samples of 
each over 12 to 24 months. Specific instructions have been 
developed for the collection of surveillance samples on farms 
or from on-farm packinghouses or processors, including pre-
notification, interaction with personnel, payment for samples 
collected, and sample size(s). Though these instructions only 
apply to surveillance samples, they may also be considered 
for illness investigations or for cause sampling but are 
not required. This type of sampling should be limited to 
instances where it is specifically mentioned in an assignment.

Section B:
Background for Regulatory Sampling
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3.	 What is the purpose of surveillance sampling and are assignments part of FSMA?

The FDA Food Safety Modernization Act (FSMA) is focused on prevention rather than responding 
to outbreaks of foodborne illness. Although sampling assignments existed before FSMA, since 
FSMA was enacted FDA has focused its use of sampling assignments to help gather the data and 
other information needed to help identify and address hazards.

As part of the FDA’s risk-based and preventive approach, FDA began developing a new, more 
robust approach to deploying its sampling resources in 2014.

The goals of the surveillance sampling are to keep contaminated products from reaching 
consumers and to facilitate a greater understanding of hazards before they become a problem.

4.	 What is the FDA approach to establishing and executing a sampling assignment?

The FDA’s past approach to surveillance sampling was to collect a relatively small number of 
samples of many different commodities over many years.

Under FDA’s “new” sampling approach, the agency collects a large number of samples (~1,600) 
of targeted foods over a relatively short period—12 to 24 months—to ensure that enough data 
are available to inform decisions. This approach seeks to help the FDA determine if there are 
common factors among positive findings, such as origin, variety, or season.

The sampling design for each food is intended to represent what U.S. consumers are likely to 
find in the marketplace. Accordingly, the agency considers the volume of the target food that is 
imported and produced domestically and the number of states/countries that produce the target 
food, and develops the assignment from there.

5.	 How does FDA develop a sampling assignment?

Staff in the FDA’s Office of Compliance and the Division of Risk and Decision Analysis begin by 
developing a list of food-pathogen combinations that are good candidates for sampling, based 
largely on the history of detection in foods, recalls, and outbreak history. In prioritizing sampling 
efforts, other factors are considered, including the severity of illness, the characteristics of the 
food and its manufacturing process, and whether large-scale sampling is an appropriate tool for 
filling current knowledge gaps.

Assignments are intended to be designed in a way that minimizes impact on industry operations. 
FDA is aware of the economic concerns of industry, and that time is of the essence in obtaining 
test results when it comes to produce and other perishable foods. As part of FDA’s outreach, it 
works with industry to make sampling, analytical testing, and reporting back of findings more 
efficient, and incorporate industry suggestions into planning.

6.	 What types of samples might be collected?

Product Sampling. The FDA collects samples of food products ready to go to market and in-
process and raw ingredient samples. Finished product sampling occurs to ensure products don’t 
reach consumers with harmful contaminants, or to verify that they contain ingredients at levels as 
declared on product labeling.

Section B:
Background for Regulatory Sampling
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Environmental Sampling. The FDA collects samples from the environment surrounding the 
food. This type of sampling is important because environmental contamination may contribute to 
contamination of finished product.

Emergency Response/Emerging Issues Sampling. This type of sampling can take the form 
of either environmental sampling or product sampling, and often involves both. Emergency 
response sampling is routinely conducted in response to outbreaks of foodborne illness to help 
identify the source of the disease-causing pathogen. Emerging issues sampling helps the agency 
to gather information about potential food safety issues based on trends or intelligence the FDA 
might have.

7.	 What is the difference between FDA sampling assignments and sampling at import 
into the US?

As described, surveillance sampling is only conducted as part of a surveillance assignment for 
specific commodities generally in or from certain regions. To ensure sampling is representative, 
FDA collects samples in approximate proportion to their U.S. market share based on origin (i.e., 
domestic vs. import). For example, if 60 percent of a commodity eaten by U.S. consumers is 
imported, then about 60 percent of the samples of that commodity should be from imported 
products. This approach is intended to approximate the products and relative risks that 
consumers are likely to encounter.

Assignment sampling is different than routine sampling of imported products to determine 
if the products meet public health standards. Import samples are not limited to specific 
commodities, regions, or companies. Reasons FDA would conduct a physical examination of an 
import to collect a sample include risk associated with product, product history (e.g., violations), 
manufacturer, shipper, importer history (e.g., violations), and random sampling.

8.	 Can the FDA target specific producers or production sites (fields) for sampling 
(under a general sampling assignment)?

Generally, FDA considers the volume of the target food produced and the number of states/
counties that produce the target food. It’s unlikely FDA would select for a sampling assignment 
a small-volume rarely-consumed commodity, but rather will 
continually identify higher-profile higher-risk 
products as part of the sampling assignment.

However, depending on the trends FDA sees 
as results become available and purpose 
of the sampling, FDA may narrow the 
scope of the sampling assignment to 
more specific producers/locations/
sites. This is unlikely to occur at the 
front-end of the assignment, but 
may occur after FDA evaluates initial 
sample data. Depending on results, 
FDA may implement more targeted 
sampling if trends are identified; for example, if 

Section B:
Background for Regulatory Sampling
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positive samples come from a specific geographic region, a 
specific facility, or during a particular season.

C.	 PREPARING FOR A SAMPLING VISIT BY FDA

1.	 Why are some sampling assignments announced and 
others unannounced?

FDA does not share the specific locations where it will be 
sampling, or which business’ products might be collected 
for testing. FDA believes it is important to get an unbiased 
snapshot of the frequency of contamination in the 
commodity, and that this is achieved with unannounced 
collection visits.

However, when an investigator is planning to collect 
surveillance samples, the investigator will call at least 24 
hours in advance to notify the firm of FDA’s intent to collect 
samples and share the commodity of interest. There may 
be instances when responsible management will not be 
available on the planned date and time and FDA instructs its 
investigators to use their judgment in negotiating alternate 
dates as appropriate.

Further, due to the ongoing COVID-19 pandemic,6 FDA 
is preannouncing all visits/inspections well in advance of 
visiting to ensure the safety of all personnel. We would 
expect any sampling that occurs during the ongoing 
pandemic to continue to be announced in advance of 24 
hours.

2.	 How does FDA define a “lot” for the purpose of 
sampling?

FDA Definition of “Lots.” We understand FDA defines a lot 
to mean commodity from a specific field that is harvested by 
one crew on one day, i.e., product harvested from the same 
field on Day 2 (with or without a different crew) is a different 
lot than Day 1.

Grower, Handler, and Shipper Definition of “Lots.” We 
understand growers (and their downstream handlers and 
shippers) define a lot to mean that product grown on the 

6  However, FDA has issue numerous guidances and made statements alluding to the 
importance of appropriate COVID-19 considerations, and all employees are expected to 
act respectfully professionally. See Section D.3. and D.4. for additional information. If an 
investigator refuses to comply with COVID-19 protocols, contact Western Growers or legal 
counsel. Also note the refusal in the post-sampling detailed report

Section C:
Preparing for a Sampling Visit by FDA
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same field is part of the same lot regardless of harvesting day (i.e., the same field is the same lot 
whether it was harvested on Day 1 or Day 5).

The differing definition of lots can create confusion and potential negative ramifications for the 
grower, handler, or shipper depending on test results and the amount of product it chooses 
to hold while awaiting test results. We recommend growers, handlers, or shippers subject to a 
sampling assignment explain to FDA investigators how the grower, handler, and shipper defines 
a lot and respectfully suggest the investigator test accordingly. We recommend the grower, 
handler, or shipper explain to FDA the implications of testing product from several lots. If FDA 
is not being cooperative or willing to engage in further discussions regarding this definition, 
escalate the issue by contacting Western Growers or legal counsel.

3.	 How do you prepare contracted sites or other (non-company owned) sites for 
sampling of your product?

Companies should provide contracted or other sites with this manual ahead of time to allow 
for review and follow-up questions. Engage with and train these sites on what to expect if an 
investigator comes for surveillance samples.

Require that they contact you as soon as practicable after they receive notice of FDA coming 
to sample.

Request that their management (or a company representative) be present throughout the 
sampling (and to follow the practices as outlined under Section D below).

4.	 What actions should be taken when the FDA announces a sampling assignment 
involving a product category you produce?

All companies should prepare their teams and operations as a potential sampling location. 
Management and personnel should review this manual, direct clarification questions to Western 
Growers or legal counsel (as applicable), and identify all responsible personnel for oversight and 
management during a visit from FDA investigators. This includes identifying the persons who will 
accompany FDA throughout the visit and who will be able to answer questions.

Companies should also prepare, refresh, and retrain on operational documentation, standard 
operating procedures (SOPs), plans, documentation, and records (including shipments) in the 
event FDA presents a form Notice of Inspection (See Appendix 1 – FDA Form 482: Notice of 
Inspection) or if test results indicate that a recall is required.

5.	 What are your rights and responsibilities during a sampling assignment (Should the 
company samples? What if the investigator requests pictures?)?

Below is a broad overview of activities to be aware of or watch out for during a sampling 
assignment. Most of the issues are discussed in further detail under Section D.

Responsibilities. FDA has the authority to conduct sampling as part of its investigation authority 
under the FFDCA. Firms should comply with sampling assignment requests to the extent 
practical, i.e., allowing FDA to collect finished product and environmental samples.

Section C:
Preparing for a Sampling Visit by FDA
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If FDA’s activities go beyond the scope of surveillance sampling, personnel accompanying the 
investigator should engage in a dialogue inquiring for further information. If activities go beyond 
the scope of sampling or the firm refuses to allow sampling, FDA will likely issue a FDA Form 482 
– Notice of Inspection.

Once FDA provides the Notice of Inspection, it has broad authority to access facilities, and 
the inspection may include an examination of the building, equipment, raw ingredients and 
materials, in-process or finished products, containers, labeling, and certain records. Courts have 
upheld the legality of an FDA inspection if it is conducted at a reasonable time, within reasonable 
limits and in a reasonable manner. Consent is not the basis upon which a FDA inspection is 
conducted, and permission or authorization to inspect is not required from the firm to be 
inspected. The FFDCA provides criminal penalties for refusal to permit a lawful inspection.7

Company Samples. The company has the right to take duplicate samples of all samples 
collected by FDA. The company should decide ahead of time whether it plans to do this and 
instruct employees accordingly.

Photos. The FDA believes it has the authority under the statute to take photographs. There is 
no express authority under the FFDCA to do so. Some states have express provisions giving the 
authority to take photographs. Therefore, firms should be familiar with the company’s policies on 
photographs and the state laws on the issue in which the firm is located. Depending on these 
two things, you may be in a position to refuse photographs, though it’s important to keep in 
mind that this can lead to a contentious interaction with the investigator. Contact legal counsel 
with questions or concerns on this issue.

Affidavits. In the event FDA presents you with documentation to sign, you are not required to 
sign affidavits or any other documentation presented to you. You are also under no obligation 
to confirm or deny any statements the FDA presents to you. The FDA can and will use these 
documents and/or statements as part of the regulatory record and in Court against your firm. Do 
not sign or otherwise confirm/deny any statements without first checking and confirming with 
legal counsel.

D.	 CONDUCT DURING THE VISIT AND SUPPORTING THE SAMPLING PROCESS

1.	 Pre-notification: What should the site expect before 
the investigator comes to sample?

When an investigator is planning to collect surveillance samples 
on a farm or from packinghouses or processors or coolers, the 
investigator will call the firm at least 24 hours in advance to 
notify the firm of FDA’s intent to collect samples and share the 
commodity of interest. While the COVID-19 pandemic continues, 
it is highly likely FDA will contact the firm in advance of coming to 
visit.

7  FDA CPG Sec. 130.100 Inspectional Authority; Refusal to Permit Inspection (March 9, 
2015), https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-
sec-130100-inspectional-authority-refusal-permit-inspection.

Section D:
Conduct During the Visit and Supporting the Sampling Process
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There may be instances when responsible management will not be available on the planned date 
and time and the investigator will need to use his/her judgment in negotiating alternate dates as 
appropriate. During the pre-notification call, the investigator should also determine an estimate 
of what the sample(s) will cost if the firm decides to charge for the samples.

2.	 Are there documents that should be presented by the investigators? Should you 
sign the documents?

FDA Credentials. Review for authenticity to confirm identity, but no signature is required.

FDA Form 482 – Notice of Inspection. No signature is required.

FDA Form 482c – Request for Records (Appendix 2). No signature is required. (Note, this form 
can only be served to registered facilities, not farms).

Form 484 – Receipt for Samples (Appendix 3). This is the only document company employees 
should be authorized to sign. (Note, this form may not be provided if a Form 482 is not issued, 
but you may request one).

Affidavits or Other Documents. As described above, do not sign affidavits or other 
documentation, or otherwise confirm/deny statements made by the agency without approval of 
legal counsel.

3.	 What is the recommended approach to a growing operation/cooler sampling event?

After Notification and Prior to Arrival.

•	 Review Section C. above “Preparing for a Sampling Event.”

•	 If you become aware that FDA is coming, to the extent possible, engage in best inventory 
management practices to ensure there are no “partial” lots that may be sampled that are in 
commerce. This will allow you to “hold” any product that is subject to sampling.

FDA Arrival.

•	 When the investigator arrives, security, a receptionist, or other first point of contact should 
welcome the investigator as any other business visitor and treat the investigator with courtesy.

•	 If there are COVID protocols upon entry to the area (e.g., temperature check, routine question 
forms), inform the investigator of these protocols, request the ability to complete them, and 
complete them.8

•	 The entry point of contact should notify the manager on duty and/or other person(s) assigned 
to greet and accompany the investigator throughout the visit.

8  There are no FDA statutory references or regulations requiring investigators to follow a firm’s COVID-19 policies and procedures. However, 
FDA has issue numerous guidances and made statements alluding to the importance of appropriate COVID-19 considerations, and all employees 
are expected to act respectfully and professionally. See Section D.3. and D.4. for additional information. If an investigator refuses to comply with 
COVID-19 protocols, contact Western Growers or legal counsel. Also note the refusal in the post-sampling detailed report.

Section D:
Conduct During the Visit and Supporting the Sampling Process
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Engagement with Investigator.

•	 Have a senior manager or other responsible person greet 
the investigator promptly. Do not keep FDA waiting for 
more than 20 minutes.9

•	 The FDA investigator who arrives to collect samples 
will present his or her agency credentials. Note, 
some FDA investigators may be in uniform when they 
arrive to conduct sampling. They are members of the 
Commissioned Corps of the U.S. Public Health Service 
(USPHS) – professionals dedicated to protecting and 
promoting public health and safety. They are required 
to be in uniform when on duty. Though their uniform is 
similar to military dress, these health professionals are not 
members of the armed forces and work only in the interest 
of health promotion and disease prevention.

–	 The investigator may at this point (or any other point 
throughout) give you a “Notice of Inspection” (FDA 
Form 482). For sampling assignments, an investigator 
will generally not present the Notice of Inspection. 
If he/she presents credentials with the designation 
“200-D” (these are criminal investigators) or if he/she 
presents a FDA Form 482c (Form 482c Request for 
Records) contact legal counsel.

•	 Request a pre-sampling conference. Ask the investigator 
to explain the purpose of the sampling, including where 
sampling will occur, and how many samples will be 
collected.

•	 Explain the company’s policies and procedures 
regarding visitors/inspections. For example, investigators 
are expected to follow company policy regarding GMPs 
and COVID-19, and obey all safety signs and precautions. 
Discuss the company’s policy regarding the use of 
photographic equipment.

–	 If company policy prohibits the use of photographic 
equipment—

o	 Be prepared for the investigator to insist that he/she 
has the authority to take photographs. Ask what the 
investigator wishes to photograph and elevate the 

9  Note, 20 minutes is not a required timeframe, but illustrates the importance of prompt 
response and attitude towards the inspection generally. Waiting longer than 20 minutes 
to greet the investigator may be perceived negatively, and the firm should plan on doing 
approaching the visit in a cordial and smooth manner.
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request to legal counsel.

o	 Make it clear the company is not denying FDA access to sampling, only the ability to 
take photographs.

–	 If the Company policy authorizes the use of photographic equipment—ask the investigator 
to mark all photos as “confidential commercial information.” The Company should take 
both a similar photograph to the one the invesigator takes, as well as a broader photograph 
depicting the surrounding area.

•	 Ask the investigator to direct any questions to the company’s designated representatives 
accompanying the investigator.

Collecting Samples.

•	 Knowledgeable, trained, and previously designated employees should accompany the 
investigator at all times. No exceptions. If there is more than one investigator, each must 
be accompanied by a designated employee, preferably two. Questions and requests for 
information should be directed to the designated employees.

•	 One of the designated employees accompanying the investigator should take copious 
notes of the entire visit including questions asked and answered, observations and 
comments made, and from where the samples are taken. Only answer questions that are asked 
– do not offer extra information.

•	 Ask the investigator why he/she is collecting particular samples, which tests are to be 
performed, and when results are expected.

•	 After samples are collected or the inspection is completed, the investigator will provide a 
receipt (FDA Form 484) for all samples collected. (Note, this form may not be provided if a 
Form 482 is not issued,10 but you may request one).

•	 All finished product that is sampled should be placed on hold pending results. 
Communicate to the investigator that all products sampled will be held pending results 
provided by FDA.

•	 At the time of sampling or during the exit interview, request the FDA investigator to 
provide a written report on the sample analysis via Form 1551 (See Appendix 4 – Form 
1551).

Post-Sampling.

•	 The manager and other appropriate facility 
employees should conduct an exit interview 
with the investigator, and ask if there are any 
questions that the investigator may have.

•	 This is also an opportunity for the site to ask 

10  As noted above, Form 482s are not required for surveillance sampling visits. However, if 
activities go beyond the scope of sampling or the firm refuses to allow sampling, FDA will likely issue 
a FDA Form 482 – Notice of Inspection.
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questions of the investigator.

•	 Do not sign or initial any affidavits. If the investigator insists, forward the unsigned affidavit 
to legal counsel. Do not sign any affidavits or otherwise confirm/deny any statements without 
the clear consent from legal counsel.

After the FDA Visit.

•	 After the investigator leaves, prepare a detailed report of the sampling for internal 
purposes. Key information from this report should be shared with all relevant operational 
contacts that may be affected by the sampling (e.g., if growers have released lots to coolers 
that were part of the sampling), and legal counsel (as appropriate). Firms also should submit a 
copy of the report to Western Growers to assist with providing an overview of FDA surveillance 
activity, as well as facilitating direct feedback to the agency from industry in an anonymized way 
regarding investigator conduct and industry impact.

•	 The report should contain:

–	 Date(s) and time(s) of sampling

–	 Investigator’s name and credentials

–	 Company personnel accompanying the investigator(s)

–	 Details on samples taken and testing to be performed

–	 Questions asked by the investigator and answers provided

–	 Whether photographs were taken and areas photographed

–	 Observations and comments by the investigator

–	 Records requested, reviewed and copied

•	 This internal report should include copies of the Form FDA 482, 482c, 484, or 1551; images of 
any photographs taken; and, a list of all information provided to the investigator (whether oral 
or written) including documents or records provided.

4.	 What if the investigators’ requests seem unexpected, unreasonable, and/or their 
tone or tenor is unexpected or difficult?

Very few limits are placed on FDA’s ability to conduct activities in the interest of public health, but 
there are some. All government employees are expected to act within the Standards of Ethical 
Conduct for Employees of the Executive Branch and present themselves with decorum and 
courteousness.

During sampling, FDA is to make every effort to restore the lot to its original state, and must be 
prepared to purchase a whole unit to avoid leaving broken cases. FDA should also reimburse the 
firm for additional labor costs incurred as a result of sampling. If any of these issues are concerns 
for the firm, raise it with the investigator.

If any of the requests seem unexpected or unreasonable, ask the investigator to clarify the 
request and its purpose. The firm is also within its rights to ask FDA its authority to engage in or 
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conduct a specific activity. If a particular FDA employee is not acting in a professional manner, 
if a request is beyond the bounds or scope of sampling (when a Notice of Inspection is not 
provided), or if the firm believes requests are unreasonable, you should contact Western Growers 
and legal counsel (as appropriate) to discuss the current situation. Firms should document  
unreasonable requests or unprofessional activities in the detailed visit report (to be shared with 
Western Growers and/or legal counsel as appropriate).

5.	 What are the investigators conducting the sampling allowed to do?

General Authorization. As noted, the FFDCA gives FDA the authority to conduct investigations 
and collects samples (environmental and/or product). Further, under formal inspections after 
issuance of a Form 482, FDA investigators are lawfully authorized to enter and inspect any 
facility, warehouse, and/or establishment in which foods are manufactured, processed, packed 
or held for shipment into interstate commerce or any vehicle used to transport or hold such 
food. An inspection may include an examination of the building, equipment, raw ingredients and 
materials, in-process or finished products, containers, labeling, and certain records.

Assignment Sampling Versus Inspection. If FDA does not present a Notice of Inspection (FDA 
Form 482), the activities should be limited to sampling activities for the commodity that was 
communicated in the pre-call. However, the investigator can at any time present the Notice of 
Inspection. This gives them broad authority to inspect any part of the facility or operations.

Inventory Considerations.

When an investigator is on site and viewing the inventory of product to be collected, the 
investigator should determine if the sample size needed will exhaust the supply of the product or 
may cause the firm to not be able to meet customer needs.

If so, investigators should consider whether to not collect the sample or if possible modifying 
the sample collection. If the sample collection will exhaust the entire inventory, the investigator 
should discuss this with responsible management and determine how soon 
inventory will be restored and if the responsible individual believes the 
sample collection will impose an economic disadvantage.

If the responsible party states that it will cause 
an economic disadvantage, the investigator 
should not collect the sample at that time, 
but rather plan to return at another 
time when additional inventory will be 
available for sampling or consider 
selection of another site for 
collection.

6.	 What if the investigators 
ask to see other areas of 
the site?

If the investigator has not 
presented a Form 482 
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Notice of Inspection and requests to see other areas of the 
site, the responsible person should engage with FDA and ask 
the purpose of the additional review. The responsible person 
should not be combative or otherwise defensive if FDA 
continues to push.

FDA’s activities should be limited to just sampling, but there 
is a very fine line here. If the investigator continues to push 
and the firm is comfortable allowing him/her to see additional 
areas, the firm has the ability to allow the investigator to see 
other areas without more or to request formal issuance of a 
Form 482 – Notice of Inspection. A firm should be prepared 
to undergo a formal inspection by the agency if it requests the 
Notice of Inspection. As noted, this gives FDA broad authority 
to inspect any facility, warehouse and/or establishment in 
which foods are manufactured, processed, packed or held 
for shipment into interstate commerce or any vehicle used 
to transport or hold such food. An inspection may include an 
examination of the building, equipment, raw ingredients and 
materials, in-process or finished products, containers, labeling, 
and certain records.

7.	 What happens if the investigator does not believe 
the site is cooperating with the sampling request? 
What can the site do in response?

Continue to be courteous throughout all interactions with 
the FDA, and answer all questions reasonably expected to 
be part of sampling. If activities go beyond the scope of 
sampling, or if the company refuses to allow sampling, FDA 
will likely present a Notice of Inspection (FDA Form 482).

The site can request FDA to present this Notice if they feel 
the investigator is going beyond the scope of surveillance 
sampling, but cannot reject the inspection (regardless of 
whether it is surveillance sampling or a broader inspection). 
If the site is concerned about the conduct of the investigator, 
contact Western Growers and legal counsel (as appropriate).

E.	 AFTER THE SAMPLES ARE TAKEN

1.	 Should firms save and test their own samples too?

Section C.5. (“Preparing for an FDA Visit, Company 
Samples”) discusses how firms have the right to take 
duplicate samples of all samples collected by FDA. The 
company should decide ahead of time whether it plans to do 
this and instruct employees accordingly.
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If samples are collected, the firm should decide whether it will test the samples (and for which 
tests). Firms that collect and test their own samples should be prepared to take action in 
accordance with their procedures in the event positive results are received (e.g., recall, destruction).

2.	 How should you expect to hear about the results?

The timing to receive results is dependent on the location of the laboratories FDA chooses to 
use for the analysis of the samples. It can take several days to receive results. The FDA will notify 
firms of positive samples once confirmed.

•	 Sample results should be shared via Form 1551 – Report of Sample Analysis.

•	 The district will call the firm management or its designee to discuss test results and may follow 
up with an e-mail or fax.

If potentially harmful contaminants are found in a product that has been distributed or is actually 
on the market, the FDA will consider regulatory and enforcement options. These include:

•	 encouraging a voluntary recall,

•	 ordering a mandatory recall,

•	 ordering administrative detention to prevent the product from being distributed,

•	 and/or issuing public warnings to alert consumers to the potential danger.

If potentially harmful contaminants are found in samples taken from imported food, the 
shipment(s) may be detained and refused entry, and future shipments may be subject to an 
Import Alert (detention without physical examination) as warranted.

3.	 What if there is no response from the FDA representative or if the sample results are 
late?

If FDA does not provide sample results in a timely manner (e.g., if results are not obtained in 
two weeks), the firm (or legal counsel) can independently inquire as to the results by asking the 
investigators that came to sample.

4.	 What should you do if a sample tests positive for a pathogen, exceeds an allowable 
threshold for a pesticide and/or is in any other way considered violative?

Pathogen Positives.

When a pathogen is detected, the FDA will notify both the operator of the commercial cooler 
from which it was collected and the management of the growing operation where it originated 
(as applicable). The FDA will work with them, as well as with state regulatory partners, to take 
action as warranted to protect the public health, and identify the cause of the contamination. 

Enforcement activities may include actions to correct and prevent microbial contamination or to 
remove violative food from the market (i.e., a recall), as necessary. Whole genome sequencing 
(WGS) will be conducted on detected pathogens to identify the organism’s genetic pattern and 
determine whether it may be linked to known human illness events.
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Per the directions above, firms should hold all finished product that is sampled pending 
notification of test results. FDA supports this action to help prevent recalls of any contaminated 
product that could have entered commerce.

FDA will engage with industry on conducting root cause analyses for any positive samples 
found during this assignment. But firms should not wait to hear from FDA and should be 
conducting internal reviews and root cause analyses to identify potential sources and routes 
of contamination, inform what preventive measures are needed, and implement corrective 
actions as appropriate.

These measures should be carefully implemented and clearly documented to demonstrate to 
FDA that the firm is responding appropriately. FDA will also likely conduct a formal follow-up 
inspection and follow-up sampling to determine the adequacy of the root cause analysis and 
corrective actions.

Other Violative Samples.

Depending on the type of violation, FDA may follow the same procedures for positive pathogen 
findings, e.g., elevated levels of heavy metals or toxic pesticides. The firm should work with its 
management, quality assurance team, and legal counsel to address situations where product 
results suggest violations of the FFDCA.

5.	 What happens to the data collected from the assignment?

The FDA will evaluate the data or results generated throughout the sample collection period and 
use the data to inform the agency’s short and longer term decision making. It can take months (or 
years) for the agency to analyze the data sets into usable information, and to publish a publicly 
available report. By developing these data sets, the FDA seeks to identify potential vulnerabilities 
and ways to enhance the food safety system.

Depending on the interim and long-term results, the FDA may react or take certain steps, such as:

•	 Decreasing sampling, if few positive samples are obtained;

•	 Implementing more targeted sampling if trends are identified; for example, if positive samples 
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come from a specific geographic region, a specific facility, or during a particular season;

•	 Conducting follow-up inspections (for locations with positive results);

•	 Working with state or international regulatory partners to take corrective actions and 
implement preventive controls;

•	 Developing new or enhanced industry guidance; and

•	 Conducting outreach and information sharing to better protect consumers.

6.	 Can a site receive a formalized copy of the results?

Yes. The site should request FDA to provide sample results on Form 1551 in addition to any 
informal communication the FDA provides. 

7.	 For product sampling assignments, why are there delays of many months 
in providing information to the public? Is there any other way to access the 
information?

FDA analyzes a large number of sample results into usable data sets and information. It often 
takes months (or years) to aggregate and analyze the information in a usable way. It can take 
FDA even longer to formally assemble the information into a formal report.

There is no way to access this information prior to release to the public other than submitting a 
request through the Freedom of Information Act (FOIA). FDA will likely deny this request until it 
makes its findings and report publicly available.

8.	 What should I do if FDA identifies a product positive through surveillance sampling?  
What should I do if FDA believes produce from my growing operation or commercial 
cooler is implicated in an outbreak?

The answer to both of these questions is the same—a firm should proceed the same way if there 
is a product positive and/or if FDA otherwise believes product from your growing operation/
cooler is implicated in an outbreak.

When pathogens are identified through sampling assignments or through any other means (e.g., 
internal testing), growers, shippers, and handlers should conduct their own root cause analyses 
and investigations to determine how the contamination likely occurred and then implement 
appropriate prevention and verification measures. In particular, FDA expects growers, shippers, 
and handlers to identify possible sources of contamination and possible routes of contamination. 
If the positive was identified via a sampling assignment, growers, shippers, and handlers should 
not wait for further communications from FDA, or for FDA to follow-up or revisit the farm or 
cooler—firms should plan on conducting root cause analyses/investigations and implementing 
corrective and preventive actions regardless of whether the agency is involved in these actions.

Growers, shippers, and handlers should be prepared for follow-up activities by FDA including 
visits and questions regarding the preventive measures put in place to prevent contamination 
and their effectiveness. FDA has broad investigational authority under 21 USC § 372 to conduct 
its own investigation via inspections and collection of additional or other samples. Farms also 
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should be prepared for inspections for compliance with the Produce Safety Rule (See Question 
#9 below).

Last, growers, shippers, and handlers also should be prepared for enhanced supply chain 
oversight from customers. For example, customers may require additional supply chain audits or 
revise current audits to address potential sources and routes of contamination (e.g., adjacent land 
use) or require additional testing. Similarly, customers may modify their product specifications or 
impose additional traceability recordkeeping requirements on supply chain partners, including 
growers, shippers, and handlers.

9.	 What should I expect if FDA conducts an inspection for compliance under the 
Produce Safety Rule?

FDA or a state regulatory agency may conduct an inspection of a growing operation (farm) for a 
variety of reasons, such as a routine or follow-up inspection. FDA created a Fact Sheet detailing 
what growing operations should expect during a Produce Safety Rule inspection.11 At a high 
level, grower operations can expect the following if subject to one of these inspections:

Scheduling an Announced Inspection. For announced inspections, the investigator will call 
the most responsible person to schedule the inspection. During the pre-inspection call, the 
investigator will ask questions and use the FDA decision tree entitled “Standards for Produce 
Safety, Coverage and Exemptions/Exclusions” to make a preliminary determination about 
whether the Produce Safety Rule applies.12 For purposes of this manual, we assume grower 
operations are subject to the Produce Safety Rule.13 

11  FDA Fact Sheet, Produce Safety Rule, ““What to Expect of a Regulatory Inspection” Informational Handout for Farmers,” https://www.fda.
gov/media/124328/download.

12  See Standards for Produce Safety, Coverage and Exemptions for 21 Part 112 (Nov. 13, 2015), https://www.fda.gov/media/94332/download.

13  If, however, during the pre-call your farm is determined to be eligible for a qualified exemption or your produce is determined to be eligible 
for the commercial processing exemption, the inspector will review records that support this status.
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If the grower operation is covered by the Produce Safety Rule, the investigator will schedule an 
inspection date, typically within five (5) business days (note, this time may be longer depending 
on the status of COVID-19 in your geographic region).

Scheduling an Unannounced Inspection. While most inspections will be announced, there are 
some circumstances in which unannounced inspections may be conducted:

1.	 If there have been produce safety issues in the past and the issues have not been corrected;

2.	 If a follow-up inspection is needed and an unannounced inspection may work best to observe 
the necessary changes being made;

3.	 If your operation is unresponsive (no contact within five (5) business days after reasonable 
contact attempts have been made) or is unwilling to set a date for the inspection; or

4.	 In response to a complaint, recall, or foodborne outbreak investigation.

The Day of the Inspection.

Grower operations should follow many of the same practices as outlined under Section D.3. 
above. The procedures below follow closely with Section D.3. but are catered to appropriate 
actions while FDA conducts inspections (versus a sampling assignment).

After Notification and Prior to Arrival.

•	 If you become aware that FDA is coming, to the extent possible, engage best inventory 
management practices to ensure there are no “partial” lots that may be sampled that are in 
commerce. This will allow you to “hold” any product that is subject to sampling.

•	 Ensure practices, SOPs, training, and any other requirements under the Produce Safety Rule 
are current, accurate, and able to be reviewed by FDA.

FDA Arrival.

•	 When the investigator arrives, security, a receptionist, or other first point of contact should 
welcome the investigator as any other business visitor and treat the investigator with courtesy.

•	 If there are COVID protocols upon entry to the area (e.g., temperature check, routine question 
forms), inform the investigator of these protocols, request the ability to complete them, and 
complete them.14

•	 The entry point of contact should notify the manager on duty and/or other person(s) assigned 
to greet and accompany the investigator throughout the visit.

Engagement with Investigator.

•	 Have the senior manager or other responsible person greet the investigator promptly. Do 

14  As noted above, there are no FDA statutory references or regulations requiring investigators to follow a firm’s COVID-19 policies and 
procedures. However, FDA has issue numerous guidances and made statements alluding to the importance of appropriate COVID-19 
considerations, and all employees are expected to act respectfully and professionally. See Section D.3. and D.4. for additional information. If an 
investigator refuses to comply with COVID-19 protocols, contact Western Growers or legal counsel. Also note the refusal in the post-sampling 
detailed report.
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not keep FDA waiting for more than 20 minutes.15

•	 The FDA investigator who arrives to conduct the inspection will present his or her agency 
credentials. Note, some FDA investigators may be in uniform when they arrive. They 
are members of the Commissioned Corps of the U.S. Public Health Service (USPHS)—
professionals dedicated to protecting and promoting public health and safety. They are 
required to be in uniform when on duty. Though their uniform is similar to military dress, these 
health professionals are not members of the armed forces and work only in the interest of 
health promotion and disease prevention.

–	 The investigator may at this point (or any other point throughout) give you a “Notice of 
Inspection” (FDA Form 482). For Produce Safety Rule inspections, an investigator may not 
present the Notice of Inspection. If he/she presents credentials with the designation “200-
D” (these are criminal investigators) or if he/she presents a FDA Form 482c (Form 482c 
Request for Records) contact legal counsel.

•	 Request an initial interview (if not offered). Ask the investigator to explain the purpose for 
and scope of the inspection and activities to be conducted during the inspection.

•	 Explain the company’s policies and procedures regarding visitors/inspections. For 
example, investigators are expected to follow company policy regarding GMPs and 
COVID-19, and obey all safety signs and precautions. Discuss the company’s policy regarding 
the use of photographic equipment.

•	 Ask the investigator to direct any questions to the company’s designated representatives 
accompanying the investigator. These representatives should be persons knowledgeable in 
growing, harvesting, packing and holding activities, preferably the person responsible for 
produce safety.

15  As noted above, 20 minutes is not a required timeframe, but illustrates the importance of prompt response and attitude towards the 
inspection generally. Waiting longer than 20 minutes to greet the investigator may be perceived negatively, and the firm should plan on doing 
approaching the visit in a cordial and smooth manner.
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Conducting the Inspection.

•	 Knowledgeable, trained, and previously designated employees should accompany the 
investigator at all times. No exceptions. If there is more than one investigator, each must 
be accompanied by a designated employee, preferably two. Questions and requests for 
information should be directed to the designated employees.

•	 During the inspection, the investigator will observe your growing operation. The investigator 
may ask questions about farming practices and operations that cannot be observed during 
the inspection. Growing operations can expect investigators to take notes (may take pictures 
depending on the operation’s policies), may collect samples, and will review and may copy 
records, such as training and biological soil amendment records.

•	 One of the designated employees accompanying the investigator should take copious 
notes of the entire visit including questions asked and answered, observations and 
comments made, and from where samples are taken (if taken). Only answer questions that are 
asked – do not offer extra information.

•	 If the investigator makes an observation or otherwise notes a non-compliance, the responsible 
persons should make reasonable efforts to immediately rectify the non-compliance via 
corrections. Responsible persons should document and confirm the corrections are sufficient 
for purposes of the deviation(s).

•	 If the investigator collects samples, ask the investigator why he/she is collecting particular 
samples, which tests are to be performed, and when results are expected.

•	 After samples are collected or the inspection is completed, the investigator will provide a 
receipt (FDA Form 484) for all samples collected. (Note, this form may not be provided if a 
Form 482 is not issued, but you may request one).

•	 All finished product that is sampled should be placed on hold pending results. 
Communicate to the investigator that all products sampled will be held pending results 
provided by FDA.

•	 At the time of the inspection or during the exit interview, request the FDA investigator to 
provide a written report of the sample analysis via Form 1551.

Post-Inspection.

•	 The investigator will conduct an exit interview with the responsible persons and other 
appropriate facility employees. If the investigator does not prompt the exit interview, the 
operation should request one.

•	 The investigator will go over any regulatory concerns and findings via FDA Form 4056 Produce 
Farm Inspection Observations (See Appendix 5).

–	 If the operation is able to make corrections during the inspection, the investigator will 
document them.

–	 If the deficiency cannot be corrected during the inspection, the inspector or investigator will 
note the Observation on Form 4056.
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•	 This is also an opportunity for the site to ask questions of the investigator.

•	 Do not sign or initial any affidavits. If the investigator insists, forward the unsigned affidavit 
to legal counsel. Do not sign any affidavits or otherwise confirm/deny any statements without 
the clear consent from legal counsel.

After the FDA Inspection.

•	 After the investigator leaves, prepare a detailed report of the inspection for internal 
purposes. If in accordance with company policy and/or if approved by legal counsel, this 
report can be submitted to all relevant operational contacts that may be affected by the 
inspection, as well as to Western Growers.

•	 This report should contain:

–	 Date(s) and time(s) of inspection

–	 Investigator’s name and credentials

–	 Company personnel accompanying the investigator(s)

–	 Details on the inspection, including any samples taken and testing to be performed

–	 Questions asked by the investigator and answers provided

–	 Whether photographs were taken and areas photographed

–	 Observations and comments by the investigator

–	 Records requested, reviewed and copied

•	 This internal report should include copies of the Form FDA 482, 482c, 484, 1551, or 4056; 
images of any photographs taken; and, a list of all information provided to the investigator 
(whether oral or written) including documents or records provided.

Additional Potential Resource.

FDA issued a Field Management Directive (FMD) 152, Produce Safety Dispute Mitigation and 
Resolution Procedures, which outlines a process that can be used to resolve disputes between 
agencies with Product Safety regulatory authority.16 The document does not address disputes 
between a regulator and the industry.

However, the document includes pre-dispute procedures and protocol, which include FDA and 
states collaborating to promote uniformity and consistency of inspections. While the document 
is directed to FDA inspectional staff, growing operations should review the documents as it 
provides additional insight into what they can expect during a Produce Safety Rule inspection.

16  FDA FMD-152 Produce Safety Dispute Mitigation and Resolution Procedures (Jan. 13, 2019), https://www.fda.gov/media/124312/download.
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F.	 APPENDICES

Appendix 1 – FDA Form 482

Appendix 2 – Form 482c Request for Records

Appendix 3 – FDA Form 484 Receipt for Samples

Appendix 4 – Form 1551 Report of Sample Analysis

Appendix 5 – Form 4056 Produce Farm Inspection Observations
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Appendix 1 – FDA Form 482
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Appendix 2 – Form 482c Request for Records
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Appendix 3 – FDA Form 484 Receipt for Samples
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Appendix 4 – Form 1551 Report of Sample Analysis
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Appendix 5 – Form 4056 Produce Farm Inspection Observations
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