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What to Expect of a Regulatory Inspection

The Delaware Department of Agriculture may conduct routine, follow-up, or for-cause inspections of a
produce farm's growing, harvesting, packing, or holding activities. Delaware Department of Agriculture
inspectors work under FDA authority to enforce the Food Safety Modernization Act (FSMA): Produce
Safety Rule (21 CFR 112), and have the authority under Produce Safety Regulations 302 Del. Code. § 3.0
to at any time, enter any farm or facility that grows, harvests, packs, or holds produce for human
consumption. Produce Safety Rule (PSR) inspections include the following topics:

e Personnel Qualifications and Training e Domesticated and Wild Animals
e Worker Health and Hygiene e Equipment, Tools, Buildings and
e  Agricultural Water Sanitation
e Biological Soil Amendments of Animal e Sprout Production

Origin e Record Keeping

This document provides an overview of the steps that state or federal inspectors will take when
conducting routine FSMA PSR inspections. It should address any initial questions you may have.

Scheduling the Inspection

The Delaware Department of Agriculture inspector will utilize annual produce farm registration
information to determine if the farm is considered a covered farm by the Produce Safety Rule, requiring
inspection. To determine farm coverage under the Produce Safety Rule, please visit
http://de.gov/producesafety.

Once it is determined that a farm is covered by the Produce Safety Rule, A Delaware Department of
Agriculture inspector will contact the farm’s owner or designated point of contact as indicated on the
farm’s annual registration form to notify of the upcoming inspection.

The inspector will schedule an inspection date and time that works for the inspector and the farm
representative, generally within two weeks of contact. The inspector must observe growing, harvesting,
and/or packing activities during the inspection, and the inspector will want to see all areas of the farm
where covered activities are occurring, including storage areas. During the inspection, plan to have a
representative from your farm knowledgeable in the growing, harvesting, packing, and holding activities,
preferably the person responsible for produce safety, escort the inspection team around your farm, and
be able to answer the inspector’s questions.

The inspector will explain the general flow of the inspection, advise which records will be requested
during the inspection, and ask if your farm has any biosecurity practices, hazards, safety protocols, or
other requirements that inspectors should know before the visit.


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=112
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=112
https://regulations.delaware.gov/AdminCode/title3/300/302.shtml
http://de.gov/producesafety

Unannounced Inspections

Most inspections will be announced but there are circumstances in which unannounced inspections may
be conducted. The following are examples of when an unannounced inspection may occur:

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

e If your farm has had produce safety issues in the past and the issue has not been corrected

o If a follow-up inspection is needed, an unannounced inspection may work best to observe the
necessary changes being made

e |nresponse to a complaint, recall, or foodborne outbreak investigation

Day of the Inspection

Upon arrival at the farm, the inspector will introduce themselves, the reason for the visit, and provide
identification. The inspector will also issue a written Notice of Inspection at the beginning of the
inspection.

Initial Interview

The inspector will provide management with a brief description and scope of the inspection. The amount
of time an inspection will take depends on the type of inspection, farm activities, farm size/ field
locations, and what is observed during the inspection.

The inspector will ask you about the activities performed the day(s) of the inspection, collect
information about the farm, and determine if anything is time-sensitive and needs to be observed
first.

Walk-Through of the Farm

During the inspection, the inspector will observe farm operations, working with management to
coordinate inspection activities. An inspector may ask questions about farming practices and
operations that are not able to be observed during the inspection. The inspector will take notes, review
the farm’s records, and may take pictures, copy records, or collect samples.

During the inspection, the inspector will explain what they are looking for, and why. If there are any
regulatory concerns, the inspector will discuss them with the farm representatives and explain the
reason(s) for each regulatory concern and the public health significance.

Exit Interview

The inspector will review any regulatory concerns and findings and provide the farm representative
with information on resources and technical assistance, if needed. If corrections can be made during
the inspection, the inspector will document any corrections implemented. The inspector will provide an
FDA 4056 form to conclude the inspection and answer any questions regarding the inspection.

If you have additional questions after reading this document, contact DE.ProduceSafety@delaware.gov
or (302) 698-4540.
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