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This manual provides information and suggested guidelines for Produce Marketing Association (PMA) 
members to follow during food regulatory inspections. The manual has been developed by Keller and 
Heckman LLP (K&H) and represents PMA’s and K&H’s best efforts to provide information in a manner 
consistent with applicable regulations, standards, and guidelines. 

This information is offered in good faith, but is made without warranty, express or implied, as to 
merchantability, fitness for particular purpose, or any other matter, as legal requirements are subject to 
change or interpretation over time. These guidelines are not necessarily exhaustive or exclusive, and were 
not designed to apply to any specific facility, farm, or process. 

It is the responsibility of the user of this document to verify that these guidelines are appropriate for its 
operations. PMA, its members and contributors do not assume any responsibility for compliance with 
applicable laws and regulations, and recommend that users consult with their own legal and technical 
advisers to analyze the facts and ensure that the procedures for their companies meet applicable 
requirements.

Copyright ©
2017 Produce Marketing Association 302-738-7100
All rights reserved.  May not be reproduced or copied, in whole or in part, in any medium without express 
written permission of PMA.

N OT I C E
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This PMA manual outlines suggested policies and procedures to serve as a resource for handling food 
regulatory inspections conducted by the U.S. Food and Drug Administration (FDA) and related state 
food regulatory agencies. (Reference to FDA or FDA inspectors in this manual is intended to include state 
and local counterparts, unless otherwise noted.)

The objectives of this manual are to provide:

Information regarding the company’s and the food inspector’s rights and duties 
during a food inspection
Guidance for handling food inspections at your facility or farm
A training reference tool for employees responsible for handling food inspections

The goals of a food inspector are to determine compliance with regulatory requirements and/or the 
cause(s) of a possible violation. It is important for the company to respond to the inspector in a manner 
consistent with the law and the company’s policies, but the company should also protect confidential 
information to the extent permitted by law, and minimize disruptions to the business. Therefore, although 
this manual outlines the company’s and the inspector’s general rights and duties, difficult issues may arise 
and employees on site may be unable to make an informed decision on the basis of company policies and 
summaries of law alone. There should also be flexibility to assess potential options with respect to courses 
of action, typically after consultation with senior management and legal counsel.

I N T R O D U C T I O N
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If you operate a farm or secondary activities farm which grows, harvests, packs or holds produce 
for human consumption or a facility which manufactures, processes, packs or stores food 
products, an FDA inspection is inevitable. The frequency of inspection will depend primarily on 
the size of your business and the types of products involved. Large manufacturing, processing and 
warehouse facilities may be subject to annual inspections. If you operate a farm, the likelihood 
of inspection is lower, as farm inspections are not currently a high enforcement priority for FDA 
and generally are based on risk. Additionally, details and procedures regarding routine on-farm 
inspections by FDA and by state regulatory agencies under cooperative agreement or contract are still 
being developed. It is unclear at this point in time if FDA and state regulators will be using similar or 
different procedures and practices from those used during a food facility inspection when conducting 
routine on-farm inspections. In any case, every company should take steps to achieve successful FDA 
inspections. The risks of failing to do so are potentially severe: recalls, adverse publicity and potential 
loss of business, a shutdown of the facility, product liability lawsuits if products are linked to illnesses, 
reinspection fees, criminal fines, and possibly imprisonment.

A B O U T  F O O D  I N S P E C T I O N S
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An FDA inspection need not be a stressful experience. It should be viewed as a food safety 
audit performed by a government agency which places great emphasis on government-industry 
cooperation and voluntary correction of deficiencies, and FDA will resort to judicial remedies only in 
unusual situations. That said, it must be remembered that the inspector is searching for evidence of 
violations and other information regarding the actions and culture of corporate management which 
might form the basis for an enforcement action.
 
The approach followed by an FDA inspector will depend, to a great extent, on the inspector’s 
perception of the facility or farm and its operations. He or she will already have formed initial 
impressions based on a review of prior inspection reports, and perhaps additional information, such 
as recalls. Management should take all reasonable steps to ensure not only that the facility or farm is 
in compliance with the law, but also that the inspector can easily verify compliance.
 
The key to a successful inspection is preparation, which is particularly important in light of the 
fact that the inspector may arrive without prior notice. To be adequately prepared, the company 
should designate a company representative, and establish an Inspection Team comprised of selected 
employees from relevant departments, who will be responsible for supervising other employees 
and assisting the designated company representative in connection with FDA inspections. These 
employees should be prepared for their roles through a formal training program, based on a 
Company Inspection Manual that includes policies and procedures established by the company for 
handling FDA inspections.

The most useful and effective manual is practical and readily understandable. Employees’ 
understanding of company policies and individual responsibilities can be checked through mock 
inspections, and any concerns raised during that process can be addressed through further training 
or clarification of policies. 

The purpose of this chapter is to explain the legal framework governing FDA inspections and to 
discuss the issues which should be considered in developing a Company Inspection Manual.

The key to a successful 
inspection is preparation.

“
”



FOOD REGULATORY INSPECTION MANUAL 7

Food laws
The Federal Food, Drug, and Cosmetic Act (FD&C Act), 21 U.S.C. §§ 302-399f, administered by FDA, 
is the primary food law of the United States. Among other violations, the FD&C Act prohibits the 
production and distribution of food that is adulterated or misbranded. In addition, most states have 
enacted food laws modeled on the FD&C Act. The FD&C Act also authorizes FDA to commission 
State agencies to carry out federal investigation functions. Moreover, State and local officials are 
responsible for enforcing their own food safety laws. And as a complement to FDA, State and local 
inspections, FDA plans to rely in part on farm audits by USDA and reliable, nongovernmental parties, 
with the goal of annual verification of farms subject to FDA regulations. 

Food may be adulterated for a number of reasons. A food is adulterated if, among other reasons, 
it contains a poisonous, deleterious, filthy, putrid, or decomposed substance, or if it is otherwise unfit 
for food. Food can also be considered adulterated if it has been prepared, packed, or held under 
insanitary conditions whereby it may have become contaminated with filth or rendered injurious to 
health. If there is a finding of insanitary conditions, all products grown, processed, or stored during 
the time the insanitary conditions existed are deemed to be adulterated, and it is not necessary for 
FDA to show actual contamination. 

The term “misbranded” includes products with false or misleading labeling, or with labeling which 
omits required or other material information. Undeclared major food allergens (milk, eggs, fish, 
crustacean shellfish, tree nuts, peanuts, wheat, and soybeans) generally result in a food being both 
misbranded and adulterated. 

With respect to violations, the FD&C Act authorizes enforcement actions including the following:

Injunctive relief to prevent future violations 

Seizure of products shown to be violative 

Administrative detention while FDA investigates the need for seizure

Suspension of FDA food facility registration

Mandatory recall

Criminal prosecution of a company and/or employees responsible for a serious violation 

FDA frequently requests that companies voluntarily recall violative products, an action which is 
not formally authorized in the FD&C Act, but is a very effective option. FDA also issues warning 
letters seeking to have companies correct apparent violations. 
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Inspection authority
FDA’s main food inspection authority is set forth in Section 704 of the FD&C Act, and its authority to 
inspect records is found in Section 414. During a food inspection, FDA is authorized, upon presenting 
appropriate credentials and a written notice to the owner, operator, or agent in charge, to:

Enter, at reasonable times, any factory, warehouse or establishment in which food is 
manufactured, processed, packed, or held for introduction into interstate commerce or 
after such introduction, or to enter any vehicle being used to transport or hold such food, 
in interstate commerce.

Inspect, at reasonable times, within reasonable limits and in a reasonable manner, 
such factory, warehouse, establishment, or vehicle and all pertinent equipment, finished 
and unfinished materials, containers, and labeling.

But although the FD&C Act defines FDA’s inspection authority solely in reference to interstate 
commerce, FDA takes the position that it also has the authority to regulate a product that is never 
introduced or delivered into interstate commerce, as long as the product is intended for sale in the 
U.S. and has a “collective impact” on interstate commerce (unless a specific exemption applies, such 
as for very small businesses). Under this interpretation of its jurisdiction, FDA asserts the authority to 
inspect facilities, including farms, even if there is no direct connection to interstate commerce.

Prior notice to a company of an inspection is not required. A reasonable time for an inspection 
is certainly normal business hours, but it would be difficult to deny a food inspector access during 
any operating hours. As a practical matter, however, unless there is an emergency situation, food 
inspectors usually plan to inspect during normal business hours. 

The inspector may inspect areas where finished products and ingredients are stored, processed, 
or packaged, as well as storage areas used for packaging and labeling. This authority does not 
extend beyond those areas of the plant, and access to offices and other areas not related to food 
processing or storage can be restricted unless required records are stored there and are inaccessible 
to FDA by other means within the required time frame for producing records.

There are two types of FDA inspections: (1) comprehensive; and (2) directed. A comprehensive 
inspection covers everything in the facility or on the farm subject to FDA jurisdiction. This type of 
inspection is undertaken in accordance with an overall administrative plan for food establishments 
within the jurisdiction of the responsible FDA District Office.

A directed inspection covers specific areas or issues. Examples are “for cause” inspections (in response 
to test results, a recall, an illness outbreak, a Reportable Food Registry filing, consumer complaints, 
an adverse event report,  or other information indicating a potentially significant food safety problem 
which may call for immediate action), a reinspection based on previous findings of violations, 
a recall effectiveness check, or a criminal investigation.
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FDA’s guidance for food inspectors is found in Chapter 5 of the Investigations Operations Manual, 
at http://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM150576.pdf. 
Reviewing Chapter 5 can provide a useful summary of activities during a typical inspection. 

FDA also offers guidance on nutrition labeling (NLEA) standards at:
http://www.fda.gov/ICECI/Inspections/InspectionGuides/ucm074948.htm.

FDA also offers guidance on the Food Allergen Labeling And Consumer Protection Act of 2004 
(FALCPA) at: 
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/allergens/
ucm106890.htm. 

FALCPA provides FDA with inspection authority to ensure that companies are complying with 
requirements to reduce or eliminate cross-contact of a food with residues of major food allergens that 
are not intentional ingredients of the food, and to confirm that major food allergens that are intentional 
ingredients of the food are appropriately labeled.  

FDA may take samples of products, raw materials, work in progress and labels. When samples are 
taken by FDA during an inspection, the company should take a duplicate sample. In recent years, FDA 
has focused to a great extent on environmental monitoring, to determine whether pathogens have 
become established in a facility or whether any positives are likely due to transient contamination from 
ingredients, employees, or equipment, which would probably be eradicated at the next cleaning and 
sanitation. FDA has noted that many major food illness outbreaks seem to be linked to facilities at which 
pathogens had become established, and therefore an important food safety goal for FDA is to identify 
facilities that harbor pathogens so that aggressive efforts can be pursued to destroy the environmental 
contamination. FDA may take hundreds of swabs during an inspection.

It is generally inadvisable to run tests of the company’s samples, unless FDA gets positives and there is 
reason to believe that those results may be inaccurate. Decisions about whether and when a company 
should test samples taken during an inspection depend on the facts, and require careful consideration. 

Under the Food Safety Modernization Act of 2011 (FSMA), which amended the FD&C Act, FDA is 
authorized to charge hourly fees for a reinspection at a facility that is due to violations materially related 
to food safety that were observed at the previous inspection. The fees approved for 2017, for example, 
are $221 per hour, per inspector for domestic facilities and $285 per hour, per inspector if foreign travel 
is required. Reinspection activities are broadly defined to include the reinspection at a facility, preparing 
for the reinspection (including communications with the company), traveling to and from the facility, 
analyzing samples, preparing reports, and conducting other activities until the facility is in compliance.

http://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM150576.pdf.
http://www.fda.gov/ICECI/Inspections/InspectionGuides/ucm074948.htm
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/allergens/ucm10689
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/allergens/ucm10689
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Recordkeeping requirements and records access
FSMA represents a sea change in the regulation of food, and shifts the focus for food safety from 
detection by regulators to prevention or correction by industry. FSMA regulations require industry 
to develop appropriate food safety programs based on risk assessments and verifications, and to 
maintain records demonstrating that the programs are being followed and are effective.

Prior to FSMA, FDA had very limited records access authority during a routine inspection, including 
interstate shipment records to establish FDA’s jurisdiction. As discussed above, however, FDA has 
asserted, long before FSMA, that it also has jurisdiction even if there is no evidence of interstate 
commerce. A company may, however, condition interstate records access on receipt of a written 
request from the inspector specifying the nature or type of food to which the request applies. 
The reason to ask for a written request is that no information obtained by FDA pursuant to a written 
request, including any evidence which is directly or indirectly derived from the shipping records 
disclosed, may be used in a criminal prosecution of the company (or employees) which made the 
records available to FDA. This defense is not available, however, unless FDA’s request for shipping 
records is in writing. FDA does not have authority, as stated in the FD&C Act, to access recipes for food, 
financial data, pricing data, research data, or sales data.

Now, however, FDA may review and obtain copies of various records that food companies are required 
to maintain, even for routine inspections, if the appropriate criteria for access are met. The specific 
recordkeeping and records access requirements will depend on the FSMA regulations applicable to 
a company’s operations, such as the Produce Safety Rule, Hazard Analysis and Risk-Based Preventive 
Controls (HARPC), Current Good Manufacturing Practices (CGMPs), Foreign Supplier Verification 
Program (FSVP), Sanitary Transportation, and Intentional Adulteration. 

The key routine records required to be maintained under FSMA, and the traceability records that must 
be provided under Bioterrorism Act and FSMA provisions in the event that FDA has serious food safety 
concerns about products or conditions, are summarized below. Regarding routine FSMA records, an 
assessment should be made for each operation as to the applicability of specific regulations.
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a. Preventive Controls for Human Foods Rule (PCHFR)

Hazard Analysis and Risk-Based Preventive Controls (HARPC)

FDA-registered food facilities are required to develop a written food safety plan under HARPC, unless 
an exemption applies.  The plan must include the identification and analysis of known or reasonably 
foreseeable hazards that could affect food manufactured, processed, packed, or held at the facility 
(including hazards that occur naturally or may be unintentionally introduced, as well as intentionally 
introduced hazards). The plan must also include records that document:  the monitoring of any 
preventive controls; corrective actions; validation (of monitoring, corrective actions, calibration of 
process monitoring and verification instruments, product testing, environmental monitoring, records 
review, and reanalysis), as well as records that document the supply-chain program and applicable 
training for the preventive controls qualified individual and the qualified auditor.  HARPC facilities also 
must establish a written recall plan for any food with a hazard requiring a preventive control.

Required records must be retained at the facility for at least two years after the date they were 
prepared. Records that a facility relies on during the three-year period preceding the applicable 
calendar year to satisfy the criteria for a qualified exemption must be retained as long as necessary 
to support the facility’s status during the applicable calendar year. Records that relate to the general 
adequacy of the equipment or processes being used by a facility, including the results of scientific 
studies and evaluations, must be retained by the facility for at least two years after their use is 
discontinued.

Current Good Manufacturing Practices (CGMPs)

Under FSMA, previously voluntary Current Good Manufacturing Processes (CGMPs), at 21 CFR Part 
110, were revised and are now mandatory requirements, at Part 117. Farms must comply with Part 117 
CGMPs or similar requirements in Part 112 under the Produce Safety Rule, depending on the type of 
operation. The CGMP regulations address personnel, plant and grounds, sanitary operations, sanitary 
facilities and controls, equipment and utensils, processes and controls, warehousing and distribution, 
and defect action levels.

All facilities that manufacture, process, pack, or hold food for consumption in the United States are 
subject to the CGMP requirements unless an exemption applies. Thus, even if a facility is exempt from 
HARPC, it may still need to comply with CGMPs. Although there is no explicit regulatory requirement 
that policies and activities demonstrating compliance with mandatory CGMPs be documented in 
writing, FDA would have no way of determining compliance without reviewing records.
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Training is required under Part 117 to ensure that all individuals who manufacture, process, pack, or 
hold food subject to CGMPs are qualified to perform their duties. Each individual must be a qualified 
individual, with education, training, or experience (or a combination) necessary to produce clean 
and safe food as appropriate to the duties, and must receive training in principles of food hygiene 
and food safety, as appropriate to the food, the facility and the individual’s duties. Responsibility for 
ensuring compliance must be assigned to supervisory personnel who are qualified to oversee this 
training. Records that document the required training, such as the date of training, a description of 
the training, and the name of the person trained, must be maintained for at least two years.

Details of the Preventive Controls for Human Foods Rule, including subparts pertaining to Hazard 
Analysis and Risk Based Preventive Controls and Current Good Manufacturing Practices, may be found 
in Title 21 Code of Federal Regulations (CFR) part 117.  The most up-to-date version of 21 CFR part 117 
can be found by going online to the Electronic Code of Federal Regulations at: www.ecfr.gov.

b. Produce Safety Rule (PSR)

There are recordkeeping requirements associated with a number of different activities under the 
Produce Safety Rule, including regulations regarding: agricultural water, biological soil amendments 
of animal origin (BSAAO), sprouts, personnel training (such as date of training, topics covered, and 
persons trained); and equipment (such as date and method of cleaning and sanitizing equipment 
used in harvesting, packing, or holding activities). 

Generally, records must be kept at least two years past the date the record was created. Records 
that a farm relies on during the three-year period preceding the applicable calendar year to satisfy the 
criteria for a qualified exemption (based on average monetary value of all food sold and direct farm 
marketing), must be retained as long as necessary to support the farm’s status during the applicable 
calendar year. Records related to the general adequacy of the equipment or processes or records that 
relate to analyses, sampling, or action plans being used by a farm, including the results of scientific 
studies, tests, and evaluations, must be retained at the farm for at least two years after the use of such 
equipment or processes, or records related to analyses, sampling, or action plans, is discontinued.

Details of the Produce Safety Rule may be found in Title 21 Code of Federal Regulations (CFR) part 112.  
The most up-to-date version of 21 CFR part 112 can be found by going online to the Electronic Code 
of Federal Regulations at: www.ecfr.gov.

http://www.ecfr.gov
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c. Foreign Supplier Verification Program (FSVP)

Importers, as defined under FSMA, must establish and follow written procedures to verify that they 
only import food from approved suppliers, that the food was produced in a manner that provides the 
same level of public health protection as HARPC or the Produce Safety Rule, as appropriate, and that 
the imported food is not adulterated and not misbranded (with respect to allergen labeling).  FDA did 
not mandate specific activities that must be conducted to verify the safety of imported food, but FDA’s 
examples include:  (1) onsite audits of foreign suppliers; (2) sampling and testing of food; and (3) review 
of the foreign supplier’s relevant food safety records.

Records of all foreign supplier verification activities must be documented and maintained by 
the importer, including records regarding the hazard analysis, supplier evaluation and approval 
program, supplier verification activities, and any corrective actions taken to address any identified 
food safety problems. Any records relevant to an FSVP must be made available promptly to FDA upon 
request, and must be maintained for at least two years after their creation date, or for at least two years 
after their use is discontinued, whichever is longer.  Offsite storage of records is permissible, provided 
that such records can be retrieved within 24 hours. Records can be maintained in an electronic format, 
and are considered to be located at a foreign facility if they can be accessed from that facility.

Details of the Foreign Supplier Verification Program rule may be found in Title 21 Code of Federal 
Regulations (CFR) part 1 subpart L.  The most up-to-date version of 21 CFR part 1 can be found by going 
online to the Electronic Code of Federal Regulations at: www.ecfr.gov.

d. Sanitary Transportation Rule

The extent of recordkeeping requirements under this rule depends on whether a company is 
acting as a shipper, loader, carrier, and/or receiver. The primary recordkeeping requirements apply 
to shippers and carriers. The rules generally require a shipper to provide a written document specifying 
the requirements that carriers (and loaders, where necessary) must meet in order to ensure that food 
is maintained under sanitary conditions, such as design requirements, cleaning procedures, and 
temperature requirements (including pre-cooling), as applicable. Measures to implement food safety 
procedures may be accomplished by the shipper, the carrier, or another party covered by the rule, 
pursuant to a written agreement, as appropriate.

With respect to carriers, there are mandatory recordkeeping requirements for training personnel to 
provide an awareness of potential food safety problems that may occur during transportation. Records 
under this rule must be maintained for a period of 12 months beyond the last effective date of those 
records.

Details of the Sanitary Transport of the Human and Animal Foods rule may be found in Title 21 Code of 
Federal Regulations (CFR) part 1 subpart O.  The most up-to-date version of 21 CFR part 1 can be found 
by going online to the Electronic Code of Federal Regulations at: www.ecfr.gov.
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e. Intentional Adulteration

Facilities subject to HARPC are required to prepare and implement a written food defense plan 
to mitigate the risk of intentional adulteration. Upon completion of a vulnerability assessment 
companies must develop a  written plan that  identifies vulnerabilities and actionable process 
steps (if any), mitigation strategies, and procedures for food defense monitoring, corrective actions 
and verification. A reanalysis is required every three years or when certain criteria are met, including 
mitigation strategies that are determined to be improperly implemented. Facilities are required to 
maintain documentation of personnel training for those assigned to vulnerable areas, and facilities must 
maintain records for food defense monitoring, corrective actions, and verification activities. The food 
defense plan must be stored onsite at the facility. Records must be retained for at least two years after 
the date of preparation.

Details of the Intentional Adulteration rule formally known as the Mitigation Strategies to Protect Food 
Against Intentional Adulteration rule may be found in Title 21 Code of Federal Regulations (CFR) part 
121.  The most up-to-date version of 21 CFR part 121 can be found by going online to the Electronic 
Code of Federal Regulations at: www.ecfr.gov.

f. Traceability Records

The Bioterrorism Act of 2002, which amended the FD&C Act, applies to companies that manufacture, 
process, pack, transport, distribute, receive, hold or import food in the United States, and requires 
covered companies to establish and maintain records to facilitate traceability, through the 
identification of the immediate previous sources and immediate subsequent recipients of food, in 
order to address credible threats of serious adverse health consequences or death to humans or 
animals (“SAHCODHA” risk). Retail food establishments that distribute food to consumers are exempt 
from establishing and maintaining records as to the immediate subsequent recipients (consumers).  
Retail food establishments that distribute food to non-consumers must only maintain immediate 
subsequent recipient information if such information is reasonably available. Exemptions include farms, 
restaurants, persons that manufacture, process, transport, pack, distribute, receive, hold or import food 
that is regulated exclusively by USDA, and foreign persons (except those who transport food). 
 
FDA can seek these traceability records if it has a reasonable belief that an article of food is adulterated 
and presents a SAHCODHA risk.  Under FSMA, FDA may also access such records if FDA believes there 
is a reasonable probability that a food could cause serious harm (SAHCODHA risk). FDA can inspect all 
records relevant to determining whether the suspect food presents a serious food safety risk, including 
records for “related” products, if FDA reasonably believes that the other products are likely to be affected 
in a similar manner, such as having been produced on the same line without a sanitation between runs.

Under Section 204 of FSMA, FDA is authorized to request records from farms, during an active 
foodborne illness outbreak investigation or if necessary to protect the public health and prevent or 
mitigate a foodborne illness outbreak, to identify potential immediate recipients, other than consumers, 
of food if FDA reasonably believes such food is adulterated, and presents a SAHCODHA risk.

http:// www.ecfr.gov
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One cannot overemphasize the importance of advance preparation for inspections. 

With proper planning, the company’s representatives will be in a position to respond to the inspector 
in an informed manner, demonstrate the company’s dedication to providing safe, quality food 
products, and protect the company’s rights to maintain the secrecy of its confidential information and 
to be free from excessive government interference.

P L A N N I N G  A H E A D
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Establish an inspection team
A food inspector will often arrive without prior notice. To ensure that a company is prepared 
and properly represented during all food inspections, a company should establish receiving 
procedures and a Company Inspection Team as part of its system for conducting inspections.

At least two employees should be available for any inspection, with one to take notes and the other 
designated as the Company Contact.  The Company Inspection Team should include alternates in the 
event that any members are unavailable at the time of an inspection.

The Company Inspection Team, headed by the Company Contact, is responsible for:

 Greeting the inspector 

 Participating in the opening (pre-inspection) conference 

              Accompanying the food inspector throughout the inspection

              Participating in the closing (post-inspection) conference

              Supervising and providing the necessary communications, support personnel, and inspection 
 follow-up

Choose an appropriate support group (e.g., plant manager, quality assurance director, etc.), as a 
subset of the Company Inspection Team, to be notified that an inspection is taking place so that they 
can take appropriate action before and during the inspection.

Ideally, members of the Company Inspection Team (or their alternates) should be present at the 
plant during all normal operating hours or available on an “on-call” basis within a short travel 
time from the facility. If this may not be practical, it would be sufficient to ensure that there is an 
employee at the plant, at all times, who is properly instructed on how to manage the situation until 
the Company Inspection Team arrives and is prepared to oversee the inspection.
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WORKSHEET: ESTABLISH YOUR TEAMS

Record names and phone numbers on this page.

Company Inspection Team

Company Contact: 

               Alternate:  

Note Taker:   
 
               Alternate:  

 

Support Team

Plant Manager:  

Quality Assurance Director: 

:

:
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Responding to requests for records
A significant aspect of inspections under FSMA will be an audit of records to ensure that the facility or 
farm is meeting mandatory food safety requirements. Unless policies and activities are written, FDA 
will not have sufficient evidence of compliance. It is important that records be well organized, readily 
accessible (within 24 hours of a request), and comprehensive.

In addition to providing, upon request by FDA, records that must be maintained and made available 
to FDA, the Company Inspection Team and Company Contact are responsible for protecting the 
company’s rights, including trade secrets and other confidential information. For example, the 
inspection may include areas of a facility or farm in which trade secrets are maintained. Employees 
responsible for handling a food inspection should know, in advance of an inspection, what trade 
secrets exist within the facility or farm, where they are located, and whether redacted copies of trade 
secret documents have been prepared.

Importantly, FDA and state agencies may instruct inspectors to request information to which the 
agencies are not legally entitled. The inspector may pressure an employee to comply with a request 
by noting that cooperation can show that the company has “nothing to hide.” An FDA inspector may 
even indicate that non-compliance with a particular request may be considered a “refusal to permit 
inspection.” Accordingly, employees involved in an inspection must be in a position to handle such 
requests in a diplomatic manner consistent with company policy, and importantly, with a sound 
understanding of the inspector’s authority and the company’s rights.

Records must: be kept as original records, true copies (such as photocopies, pictures, scanned copies, 
microfilm, microfiche, or other accurate reproductions of the original records), or electronic records; 
contain the actual values and observations obtained during monitoring and, as appropriate, during 
verification activities; be accurate, indelible, and legible; be created concurrently with performance of 
the activity documented; be as detailed as necessary to provide history of work performed; and include 
information adequate to identify the plant or facility, the date (and, when appropriate, the time) of the 
activity documented, the signature or initials of the person performing the activity, and the identity of 
the product and the lot code (if any and if appropriate).
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Where are they?What kinds of receipts are kept?

Where are they?

Where are they?

What relevant records do you have
(e.g., processing, storage, distribution)?

What relevant records do you have to 
demonstrate FSMA compliance?

Receipt of Food Products Shipped in Interstate Commerce.

Records Relevant to Bioterrorism Act.

Records Required under FSMA.

WORKSHEET: DISCLOSURE OF DOCUMENTS
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Where are they?

Where are they?

What records must be disclosed to a state 
inspector but not to the FDA?

Records Subject to Disclosure in Your State.

What specific records should NOT be 
disclosed (including trade secrets)?

Records Not Subject to Disclosure.
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Put policies in writing
We recommend preparing a Company Inspection Manual that compiles all of the inspection policies 
so that the Company Inspection Team can show the policies during an inspection, if necessary. 
For example, if the inspector requests confidential information which the Company is not required to 
disclose, the Company Contact can show the written policy to the inspector and state:

“The information you seek is confidential. Company policy, based upon the advice of legal counsel, 
prohibits me from disclosing that information. If you wish to pursue the matter, however, you may 
submit a written request to me, the Company Contact, explaining why you believe you need the 
information, and I will forward it to the appropriate personnel for their consideration.”
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WORKSHEET: ESTABLISH YOUR POLICY

The following sample policies are provided for your consideration. Appropriate company personnel and 
your legal counsel should help you determine your exact policies.

1. The inspector must be escorted at all times.

Sample policy:

The Company Contact and other appropriate members of the Company Inspection Team must 
accompany the inspector throughout the entire inspection period. This will ensure that the inspector 
does not accidentally place himself or herself in an unsafe situation or contaminate food products, 
examine confidential data, cause a significant interruption of operations, or engage in unauthorized 
conversations with other employees. If two inspectors are involved and decide to work independently, 
an Alternate Company Contact and Inspection Team will escort the second inspector.

Your company’s policy:
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2. Only designated personnel may respond to questions and requests.

Sample policy:

The inspector will be instructed that all questions should be addressed to the Company Contact or 
other designated company representatives. The inspector is not permitted to conduct private employee 
interviews on company property. Employees are reminded that they are not permitted to respond to the 
inspector’s questions without express authorization from the Company Contact, as to specific questions.

Your company’s policy:

3. Confidential treatment for incidental exposure to trade secrets.

Sample policy:

Confidential treatment for all confidential information obtained from areas of the plant that contain trade 
secrets should be orally requested and confirmed in writing to the Investigator before the close of the 
inspection.

Your company’s policy:
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4. Disclosure of information, documents, and other records.

Sample policy:

Except when authorized by company policy or a supervisor, Company Inspection Team members will 
not permit the inspector to have access to or to obtain any confidential information. The following 
information is considered confidential (other than required training records):

Corporate, unit, or department budgets or spending authority

Corporate organizational structure

Names or titles of any unit or corporate officers

Names or titles of plant management 

Your company’s policy:

5. Affidavits and similar documents.

Sample policy:

The inspector has no legal right to require the execution of an affidavit or any other document. 
Therefore, all employees should refuse to prepare or sign any document requested by the inspector.

Your company’s policy:
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6. Sound recording equipment.

Sample policy:

The inspector is not authorized and, therefore, not permitted to take a tape recorder or other sound 
recording equipment beyond the reception area. 

Your company’s policy:

7. Photographic equipment.

Sample policy:

The inspector is not entitled and, therefore, not permitted, to take photographic equipment beyond the 
reception area. This includes cell phones with photographic capability. 

Your company’s policy:

8. Inspector’s compliance with the company’s health and safety rules.

Sample policy:

The inspector is expected to comply with all of the company’s safety and health rules at the facility or 
farm being inspected and he or she must wear and use appropriate protective clothing and equipment.

Your company’s policy:
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9. Sampling.

Sample policy:

Upon providing a written receipt (Form FDA-484 shown in Appendix D), and compensation, 
if requested, the inspector may take samples of raw materials, goods in process, finished goods, 
packaging, labeling, and swabs of environmental areas. If sampling is performed, these procedures 
are to be followed:

          The Company Contact will arrange for an employee familiar with sampling techniques to
          accompany the Contact and the inspector to examine the inspector’s techniques and to
          perform sampling on behalf of the company.

          The employee will determine and note the sampling procedure and technical instruments
          or equipment the inspector is using. 

          The employee will ask the inspector if these procedures and equipment are formally approved
          by the agency and note his or her response.

          The employee will ask the inspector when and by what procedures the equipment was last   
          calibrated and note his or her response.

          The employee will note the number of samples taken, when they were taken,
          and the operations and locations sampled.

          The employee will ask the inspector to take two of each sample. The second sample will be   
          retained by the Company Contact.

          The employee will use company test equipment to take samples, in addition to the two taken
          by the inspector, duplicating the procedure used by the inspector and, where appropriate,
          using an alternative procedure which would provide similar data.

          The Company Contact will cause all samples to be labeled in a manner that will permit
          identification and will ensure that they do not become lost or contaminated. 

          The Company will decide whether to analyze samples, and whether to retain samples,
          on a case-by-case basis.
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Your company’s policy:
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Establish your protocols
During the inspection, a company should, within reason, be able to duplicate every testing procedure 
or sampling procedure performed by the inspector. Therefore, the appropriate sampling equipment 
should be on hand and in good working order with all necessary supplies. For environmental sampling, 
FDA may take hundreds of swabs, and therefore, companies should have enough swabs on hand to take 
their own samples.

The Company Inspection Team should be aware of the status of any previous food inspections.

All reports from prior inspections will be on file with the inspecting agency and the inspector may ask to 
see any areas noted in the report as needing correction.

A reinspection should be handled by company personnel according to the same procedures used during 
the initial inspection. The Company Contact should be familiar with the company’s report on the initial 
inspection and know about the conditions noted as possible violations and how they have been 
handled or corrected.

Source: FDA
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CHECKLIST: ESTABLISH YOUR PROTOCOLS

Consider –

 What are the likely tests the inspector may perform?

 What are the likely procedures he or she will use?

 What inspection reports will he or she read before the next inspection?

Do you have available –

 Appropriate sampling equipment?

 Appropriate sampling supplies?

 Previous food inspection reports?

Are your appropriate personnel trained on –

 How to use sampling equipment and supplies?

 What was noted as needing correction in prior inspection reports?
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Conduct drills
Long before an inspection ever happens the Company should run drills. All roles should be clear. Teams 
need to be established, policies need to be in place, and safety programs need to be functioning.

Every employee needs
to buy in to the program.

“
”
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CHECKLIST: CONDUCT DRILLS

When an inspector calls –

 Who should take the call?

 Who else should be immediately notified?

 What other actions need to get under way immediately?

When an inspector arrives at the facility or farm –

 What should the receptionist do and not do? 

 Who else should be immediately notified?

 What other actions need to get under way immediately?

If an inspector asks to see records –

 Who should take the request?

 How should the request be accepted?

 Which records are permissible to disclose?

 Which records should not be disclosed?

 When should a supervisor be notified?
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If an inspector asks to take samples –

 Who should take the request?

 How should the request be accepted?

 Who else should accompany the inspector and witness the sampling?

 Who from the company should also take samples?

 When should a supervisor be notified?

If an inspector sees documents or a part of the plant not required to be disclosed –

 What assurances should be gotten from the inspector? By whom?

 When should a supervisor be notified?

What could or should be done in these scenarios?

 The designated Company Contact and alternate are both unavailable the day of the inspection.

 The inspector arrives after normal working hours.

 The inspector refuses to wear safety gear required for admittance to the plant.

 The inspector asks about items noted for improvement in previous inspection reports.

 The inspector puts pressure on an employee to reveal information not required for disclosure.

 An emergency occurs during the inspection:

   Electrical blackout

   Fire or security alarm

   Earthquake or severe weather

   Medical emergency for a team member or the inspector
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 The inspection team does not have key access to rooms where required records are kept.

 The inspector overhears employees talking about a recent safety violation.

Evaluate how the drill went –

 Did everybody fulfill their roles according to team assignments?

 Were backup team members notified appropriately?

 Was management kept apprised of the inspection?

 Were appropriate notes taken throughout the inspection, from Opening Conference to Closing 

 Did the correct people respond to the inspector’s questions and requests?

 Did they respond appropriately?

 Was sampling conducted in accordance with company policy?

 Were documents disclosed in accordance with company policy?

 Were all other inspection-related policies followed?

 Did everybody involved with the inspection answer accurately? 

 Did anybody reveal too much information?
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Two important principles in handling a food inspection are:

           Make sure you are adequately prepared.
           Do not take any actions which would elevate a relatively minor violation into a serious matter.

The previous material has dealt with the first point. Preparation, as in anything else, is important.
Food inspections are serious, and the issuance of a formal notice of alleged violations is serious. It is very 
important, however, not to let your desire to have a successful food inspection without any important 
violations lead you to do something, such as lying to an inspector or falsifying or destroying records, 
which could cause a very serious problem.

D U R I N G  T H E  I N S P E C T I O N
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The arrival of the inspector

a. Responsibilities of the employee who greets the inspector

The receptionist or other person who typically greets visitors must know precisely what to do when the 
inspector arrives.

Be sure that the inspector is escorted at all times.

Know which employee has been designated as the Company Contact and which employees

have been designated as the Alternate Company Contacts.

During normal office hours, notify the Company Contact/Alternate Company Contact

that the inspector has arrived.

Other than normal office hours, make every effort to have him or her return during normal

office hours. If the inspector insists on performing the inspection, advise him that he will have to 

wait for the Company Contact and then notify the Company Contact. If the inspector continues to 

insist on inspecting and the plant is operating, consult with company management and counsel.
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b. Responsibilities of the Company Contact

Examine and copy the inspector’s credentials; diplomatically confirm that he or she is, in fact,

a food inspector.

Ensure that the Support Team is notified that a food inspector has arrived and is informed

of subsequent developments.

Ensure that all working areas are prepared for an inspection and that all appropriate employees 

make themselves available for consultation with the Company Contact.

Delay the inspection for a reasonable time if you feel it would be appropriate in order to provide 

sufficient time for preparation by the Company Inspection Team.
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The opening conference

The formal part of the inspection begins with an opening conference, at which the inspector informs the 
company about the purpose and scope of the inspection and what it will involve. This can set the tone for 
the whole inspection and is a very important part of the inspection process.

From a company’s viewpoint, the main purpose of the opening conference is to learn, as much 
as possible, why the inspector is there and what the inspector plans to do. The FDA Investigations 
Operations Manual directs the inspector to outline in general terms the nature and scope of the 
inspection, including the physical inspection of the plant, records review, any complaints received, 
and any other relevant information. If the Company Contact does not believe the inspector has been 
sufficiently informative, he or she should not hesitate to ask for additional details.

The Company Contact should handle all conversations with the inspector.

FDA inspectors are required to present the Company Contact with a formal Notice of Inspection (Form 
FDA 482, shown in Appendix A or Form FDA 482c, shown in Appendix B) before they are authorized to 
continue the inspection. This is a printed form with spaces to be filled in, showing the date, the name 
and title of the responsible member of the firm to whom the notice is being issued, the firm name, and 
location of the plant. The Notice of Inspection also quotes the language from the FD&C Act which grants 
FDA its inspection authority. It should be signed by the inspector and should bear the name and address 
of the District Office from which he or she operates. This notice should be kept on file for later reference. 
Some state or local officials may not present this notice; in such cases, the Company Contact should write 
down all pertinent information provided regarding his or her inspection authority.

If an inspector arrives with a warrant, you are entitled to delay the inspection for a reasonable period 
of time necessary for you to read, analyze, and understand the warrant and consult legal counsel. 
You can allow the inspection, while at the same time preserving your rights to object to the validity of 
the warrant and the inspector’s authority to conduct the inspection, by presenting the inspector with 
a written notice of protest. The written protest should state that the inspector will be permitted to 
conduct the inspection under protest in light of the fact that he or she has presented the facility or farm 
with a warrant, which appears proper on its face and because refusal to honor the warrant may result in 
contempt proceedings against the company. By allowing the inspector to conduct the inspection under 
protest, the company avoids contempt proceedings and preserves its rights to object to the validity of the 
warrant and the inspection.

Inspectors will generally comply with established company procedures. Accordingly, during, or at the end 
of, the opening conference, the company representative should advise the inspector of these procedures 
and politely request his or her cooperation.
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WORKSHEET: OPENING CONFERENCE

Date of inspection:        Time of opening conference:

Name of recorder:

Name of Company Contact:

Name of inspector:
    
Names of anyone else present:
 
What records has the inspector asked to review? 

What physical parts of the plant has the inspector asked to inspect? 

What, if any, complaints has the inspector asked about? 
 

What, if any, other information has the inspector obtained that raises potential food safety concerns?
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On what points, if any, did the Company Contact ask for further clarification?

Notice of Inspection (Form FDA 482 shown in Appendix A) or
Request for Records (Form FDA 482c shown in Appendix B):

Was it presented to the Company Inspection Team?

Are all spaces filled in, including the date, name/title of person at the company to whom the   
notice is issued, the company name, and the plant location?

Is it signed by the inspector?

Does it bear the name and address of the inspector’s District Office?

If a state or local official does not present a Form FDA 482 or Form FDA 482c, record the pertinent 
information regarding his or her inspection authority:
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Inspection procedures and assertion of your legal rights
As stated earlier, the Company Inspection Team and Company Contact are responsible for protecting a 
company’s right to maintain the secrecy of its trade secrets and other confidential information, and possibly 
other rights. To review, the policies you should have established regarding inspection procedures cover:

a. Interacting with the inspector during the inspection

When accompanying the inspector, the Company Inspection Team should be courteous and respectful, 
while at the same time firmly standing up for the company’s rights and viewpoints. The Inspection Do’s 
and Don’ts in the Manual are useful as checklists.

b. Take detailed notes of the inspection

Accompanying an inspector can be a significant undertaking. For this reason, it is generally 
recommended that two employees accompany each inspector:  one to answer questions, etc., and 
the other to carefully note all activities. The member of the Inspection Team who is not the Company 
Contact should carefully observe and note all activities of the inspector – including discussions, areas 
visited, sampling, records inspection, etc. Any notes taken by employees may later be used in legal 
proceedings. Therefore, it is important that the notes do not contain any statements which you would 
not want to be seen by people outside the company. 

Escorting the inspector at all times

Who responds to questions and requests 

Disclosure of information, documents, and other records

Affidavits and similar documents

Sound recording equipment

Photographic equipment

Inspector’s compliance with the company’s Health and Safety Rules

Sampling
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c. Immediate “correction” of alleged violations noted by the inspector

During the inspection, the inspector may point out conditions which he or she considers to be in 
violation of the FD&C Act or other applicable law. In appropriate situations, the Company Contact could 
direct employees to “correct” (modify) or begin modification of those conditions.
Factors to be considered in making this determination are:

The potential hazard presented by the condition.

The likelihood that the condition noted does constitute a violation of the law.

Whether the modification can be accomplished without undue interference with normal operations.

Source: FDA



FOOD REGULATORY INSPECTION MANUAL 42

WORKSHEET: DURING THE INSPECTION

Date of inspection:        Time of inspection:

Name of recorder:

Name of Company Contact:

Name of inspector:
    
Names of anyone else present:
 
What areas of the plant did the inspector inspect? 

What records did the inspector review? 

What samples did the inspector take (be sure to get a Form FDA 484 for each type of sample)? 
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What else was discussed during the inspection?

What, if any, modifications were made immediately in response to the inspector’s comments? 
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Closing conference
After completing the walk-around phase of the inspection, the inspector will conduct a closing 
conference with the Company Contact. At least one other company employee designated by the 
Company Contact should attend the conference and take detailed notes of the discussion.
The inspector will review:

 The conditions and practices which he or she believes could be improved.

Conditions and practices which he or she deems to be citable violations.

Applicable sections of the regulations which he or she feels have been violated.

Consumer complaints received by the agency, to obtain an explanation for the condition cited 
in the complaint and to determine what, if any, corrective action has been taken by the company.

Any similar consumer complaints received by the company may also be referenced during the Opening 
Conference. If asked about consumer complaints, carefully discuss the condition complained of using the 
following approach:

If the company has not received a similar complaint, so advise the inspector.

Point out all reasonable explanations for the condition which might involve an event for which
the company would not be responsible (for example, improper storage by retailer).

a. Formal notice of possible violations

Prior to leaving the premises, an FDA inspector may furnish the Company Contact with a Form FDA 
483 (shown in Appendix C), listing objectionable conditions or practices observed. State and local food 
inspectors may leave a checklist-type form listing such conditions.

The Company Contact should review the Form FDA 483 or state form and clarify any differences of opinion 
during the closing conference, in a respectful manner, but advocating the company’s position.
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b. Abatement of conditions noted as possible violations

If any conditions noted in the Form FDA 483 have been modified in the presence of the inspector or before 
he or she leaves, ask the inspector to include that fact on an “annotated 483” or in the inspection report. 
If it was not possible to modify these conditions before the inspector left, they should be modified as 
quickly as possible.

The Form FDA 483 is not a final agency action. The Company Inspection Team should draft a written 
response to the Form FDA 483, have it reviewed by Management, and send it to FDA within 15 business 
days. If received on time, FDA will review the response before deciding whether to issue a Warning Letter. 
Depending on the state where the facility or farm is located, written responses may also be accepted after 
state inspections if there were observations of possible violations.

c. FDA reports

In addition to the Form FDA 483, an FDA inspector will subsequently prepare, for internal FDA use, an 
Establishment Inspection Report (EIR). This is usually a detailed report of all aspects of the inspection, the 
answers to questions, a summary of all observations – favorable as well as unfavorable – test results and a 
recital of company responses to the inspector’s adverse observations. 

Following an inspection, FDA will provide a copy of the EIR to the inspected Company, assuming FDA is 
not planning to take follow-up regulatory action. At the closing inspection, the Company Contact should 
confirm with the inspector that a copy of the EIR will be provided to the Company without the need to 
make a Freedom of Information Act request.

d. Internal company reports

The Company Contact, with the assistance of the other members of the Company Inspection Team, should 
prepare a complete report on the inspection shortly after the inspection. Copies of this report should be 
marked “CONFIDENTIAL” and distributed to appropriate firm personnel, including counsel.
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WORKSHEET: CLOSING CONFERENCE

Date of inspection:        Time of inspection:

Name of recorder:

Name of Company Contact:

Name of inspector:
    
Names of anyone else present:
 
What, if any, conditions or practices did the inspector note for improvement? 

What, if any, conditions or practices did the inspector deem to be in violation? 

What, if any, sections of the regulations did the inspector deem to be violated? 
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What, if any, consumer complaints did the inspector reference?

How did the Company Contact respond to the consumer complaint(s) referenced?

If the inspector furnished a Form FDA 483, how did the Company Contact respond?

If any modifications were made immediately in response to the inspector’s comments, 
was an annotated Form FD 483 provided?
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Who will draft a written response to the Form FD 483? When?

Did the Company Contact confirm with the inspector that a copy of the Establishment Inspection 
Report will be provided to the firm without the need to make a Freedom of Information Act request?

Who will draft an internal company report? When?



FOOD REGULATORY INSPECTION MANUAL 49

Dos and Dont’s
Pre-inspection Do’s:

           Have a Company Inspection Manual
           Have a trained Company Inspection Team
           Identify what FDA (or the state) may inspect
           Be familiar with relevant sections of FDA’s Investigations Operations Manual
           Company Inspection Manual should include policies on:
     Photographs
     FDA record review
     Complaint file review
     Providing shipping records
     Procedures boundaries (areas and interviews of employees)
     Being accompanied
           Conduct mock inspections periodically
           Review prior inspection reports and check status of any promised corrective action

During the Inspection Do’s:

           Notify Inspection Team
           Review credentials and make a copy
           Review FDA 482 – Notice of Inspection
           Review any FDA 482C presented – Request for Records
           Hold opening conference to determine purpose and scope 
           Present inspection policies, including facility or farm safety procedures
           Be courteous, professional and firm
           Accompany inspector(s) at all times
           Inspection should be consistent with the stated scope
           Protect trade secrets
           Designated company spokesperson(s) must provide answers 
            “I don’t know” is acceptable, if accurate
           If you are uncertain whether to provide certain requested records or other information, 
           inform the inspector that you need time to get guidance
           Use company “reporter” to take notes during the inspection
           Collect duplicate samples/swabs/records, but generally do not test products or environmental   
           samples before getting FDA results and evaluating the implications.
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During the Inspection Dont’s:

Keep inspectors waiting

Sign any documents

Volunteer information

Be untruthful or deceptive

Be intimidated

Admit any wrongdoing

Allow inspector to go anywhere unaccompanied

Source: FDA
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A P P E N D I C E S
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A P P E N D I X  A
N O T I C E  O F  I N S P E C T I O N

F O R M  F D A  4 8 2
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A P P E N D I X  B
N O T I C E  O F  I N S P E C T I O N 
R E Q U E S T  F O R  R E C O R D S

F O R M  F D A  4 8 2 C
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A P P E N D I X  C
I N S P E C T I O N A L
O B S E R VAT I O N S

F O R M  F D A  4 8 3
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A P P E N D I X  D
R E C E I P T  O F  S A M P L E S

F O R M  F D A  4 8 4
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