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How many years of Manufactured Foods Inspection 
experience do you have?

a) Less than 1 year
b) 1-2 years
c) 3+ years
d) None – Only retail inspections so far.
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 Foundational Approach

 Pre-Inspection Activities

 Inspection Process

 Close out/Exit interview



FOUNDATIONAL APPROACH
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Describe your training

a) Here is your code book, go protect public health! 
b) Shadowing another inspector  
c) Classroom style instruction in person/remote
d) Both b & c
e) Other
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Who are we inspecting?

• Facilities engaged in manufacturing, processing, packing, or 
holding food for consumption in the United States.

“Manufacturing/Processing”
• Making food from one or more ingredients, or synthesizing, 

preparing, treating, modifying or manipulating food, including 
food crops or ingredients.

− 21 CFR 117
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• baking
• boiling
• bottling
• canning
• cooking
• cooling
• cutting
• distilling
• drying/dehydrating 

RACs to create a 
distinct commodity

• evaporating
• eviscerating
• extracting juice
• formulating
• freezing
• grinding
• homogenizing
• irradiating 
• labeling
• milling

• mixing
• packaging
• pasteurizing
• peeling
• rendering
• treating to 

manipulate ripening
• trimming
• washing
• waxing

Examples of manufacturing and processing activities include: 
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“Holding”
• The storage of food and activities performed incidental to 

storage of a food

• Activities performed as a practical necessity for the 
distribution of that food

• Does not include activities that transform a raw agricultural 
commodity into a processed food.
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• Warehouses
• cold storage facilities
• storage silos
• grain elevators
• liquid storage tanks.

Examples of Holding Facilities include: 
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Purpose:
• To evaluate the food safety and compliance of production 

processes during a typical day.

Goals:
• Build rapport

• Accurately assess food safety conditions

• Educate while you regulate



What is the FD&C Act?

• It is a set of United States laws that 
authorizes the FDA to oversee and 
regulate the production, sale, and 
distribution of a wide array of public 
health products.

• The primary purpose of the FD&C Act 
is to promote public health by 
preventing fraudulent activity and 
protecting consumers from adulterated 
and misbranded products sold in the 
U.S.
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The Code 
• Title 21 of the Code of Regulation 

is the codification of the general 
and permanent rules pertaining to 
Food and Drugs

• The different parts of Title 21 CFR 
pertain to different types of 
inspections performed by FDA. 



Foundational Approach - Inspection Authority

USDA:
• Meat from Livestock Animals*
• Poultry from Domesticated Birds*
• Egg Products 

FDA:
• Non-meat Foods
• Seafood
• Wild Game
• Shell Eggs
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State:
• Dairy (PMO)
• Cooperative agreements
• State-Authority

*Except for pre-defined exemptions 



cGMP Inspection
Foundation of all inspections: ensuring 
all requirements are met for:
• Personnel
• Plant & Grounds
• Sanitary Operations
• Equipment
• Warehouse/Distribution
• Defect Action Levels

Subparts A, B, F

Modified Inspections of Qualified 
Facilities

cGMP Inspection

Establish if the firm has attested:
Broad-based assessment of controls that 
are in place. 
• Asking open ended questions
• Observing employees  

Subparts A, B, D, F, 
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Limited Scope PCHF
Broad-based assessment of controls 
that are in place. 
• Asking open ended questions
• Observing employees  

Subparts A, B, C, F, G

Full Scope PCHF
Comprehensive assessment of 
controls. 
• Review of records 
• Asking open ended questions
• Observing employees 

Subparts A, B, C, F, G
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Foundational Approach - Poll

What type of inspections are you 
tasked with? 

a) cGMP only
b) Limited Scope-

Preventive Controls 
Human Food

c) Preventive Controls- Full 
Scope

d) Specialized Preventive 
Controls

e) None of the above
16



PRE-INSPECTION ACTIVITIES

17



1818

We want to hear from you, please put your answers in chat!

What kinds of information 
do we need to collect during 

Pre-Inspection Research?



What do you look for?
• Name(s) of the Facility
• Processes taking place at 

the firm
• Standard of Identity for 

products produced at 
the firm

• Previous inspections 
and repeated violations
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Pre-Inspection – Research 

Where do you look for this 
information?

• Previous inspections and 
notes

• Firm’s Website
• Social Media Platforms 

Previous FDA inspections
• Dun & Bradstreet
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Tools of the Manufactured Foods Inspector
• Calibrated Thermometer and wipes or other Sanitizer
• Inspection journal
• Flashlight
• UV light
• pH meter
• Sampling materials (Gloves, whirl-paks, swabs, scoops, etc.)
• Camera/phone
• Computer/tablet



What do I have on my person 
for any inspection?

• Work Phone (camera, email, and 
calling a supervisor)

• Calibrated Thermometers (1 handy 
and 1 backup)

• Sharpie
• Pens
• Flashlights (1 handy, 1 backup, 1 

UV)
• Business Cards
• Alcohol Swabs for sanitizing 

thermometers
• Pocket Credentials (State & Federal)
• CFR Reference Book
• Sanitizer Test Strips
• Notebook
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What do I have on my person 
for any inspection?

• Calibrated dual infared / probe and 
lollipop thermometer with min/max 
temp

• Pens, sharpie and metal detectable pen
• UV light and Flash light
• Ruler for scale
• CFR 101, 110 and 117
• Sanitizer and pH test strips
• Alcohol swabs
• Hair nets
• State badge
• FDA pocket credentials
• Business cards
• Phone
• Notebook
• Prescription safety glasses
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What else do I bring…

This bag comes with me inside 
the firm but not onto the 
production floor. It contains:
•  inspection guides
• policy and procedure 

documents
• Sticky notes, paper clips, and 

removable flags for record 
review

• Inspection aids
• More back up pens and 

thermometers
• Locks – This bag is not always 

in my control
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Pre-Inspection – Inspection Notes - Poll

How are you keeping notes?
a) Paper, Pen, Blank 

Notebook 
b) Paper, Pen, 

Checklist/prompts
c) Electronic Notes
d) Recording Devices
e) Other
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How do you set your inspection notes up for success?

• Know what information you need to gather
• Use prompts with plenty of blank spaces 
• Open ended prompts lead to open ended questions
• Attach your prompts to your notebook
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Building your 
Inspection Prompts

Leave yourself plenty of 
space to write

Know what information you 
need

Don’t be afraid to make 
changes
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Checklists and prompts

Reminders:



INSPECTION PROCESS
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Arrive on site:
• Show credentials and introduction to the most responsible 

person onsite
• Notice of Inspection/Scope
• Administrative and Jurisdictional Assessment 
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Walk-through includes:
• Process flow
• Risk Assessment
• Good Manufacturing Practices
• Evaluation of employee health/hygiene training 
• Records 



• Simple
• Process descriptions
• Follows the flow of food
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Raw 
Material 

Receiving 

Bulk 
Receiving 

Packaging
Receiving 

Dry 
Storage

Frozen 
Storage

Jam 
Batching/ 

Weigh 
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Batching

Rework

Jam Cook 
Kettle
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Filling Frying 

Cooling 

Packing 
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Additional Discussion Items 
During Inspection: 

• Receiving and storage
• Floor, walls and ceilings
• Types of products 

manufactured including 
ready-to-eat (RTE)

• Allergens: Cross-contact 
and sequencing 
procedures

• Cleaning and sanitation 
procedures

• Food additives
• Labeling
• Chemical storage
• Transportation and 

distribution
• Traceability/lot codes and 

recalls
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Some inspections require specific activities to be performed 
by the inspector:

Record 
Review
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Some inspections require specific activities to be performed 
by the inspector:

Sanitation Activities
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Some inspections require specific activities to be performed 
by the inspector:

Product or 
Environmental 

Sampling
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Some inspections require specific activities to be performed 
by the inspector:

New Product Review
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Some inspections require specific activities to be performed 
by the inspector:

Land Assessment 
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Some inspections require specific activities to be performed 
by the inspector:

Water Source Evaluation
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Disaster Response
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Some inspections require specific activities to be performed 
by the inspector:
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 Arrived on site
 Introduction – Displayed credentials
 Explained the scope of the inspection
 Collected Admin Info and conducted a jurisdictional 

assessment
 Walked through the facility including all processing areas 

and exterior of the buildings and grounds



EXIT INTERVIEW, CLOSEOUT & 
REPORT WRITING 

46



Poll

Do you perform FDA 
inspections?

a) Yes, I work for FDA
b) Yes, I perform contracted 

inspections for FDA
c) No

47



4848

Know your department’s policy:
• Are you writing a report onsite?
• What do you leave with the firm?

o FDA Guidance for Industry
o Agency Handouts 
o Other relevant information for the firm (cGMPs, Labeling, etc.)
o 483, 484, or state notice of non-compliance 

• Timelines for corrections not completed while on site.
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Wrapping everything up
• Confirm corrections or getting a timeline to complete corrections.
• Who attends the close out?
• Violations/Observations vs Discussion Items 

• Understanding the “why” – discussing Public Health 
Reasons and rationale for requirements
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Reports “tell the story” of the inspection
You are painting as complete a picture as possible
Remember, food safety and compliance with the code are 
the end goals!
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What do our reports look like?
• Page one breaks down the CFR into 

questions
• Selections can be: IN, OUT, N/A, 

N/O
• Overview of findings not the full 

report
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Inspection Published Comments
• Summaries of activities performed and 

topics discussed
• Listed handouts provided to firm

Non-Violation Comments
• Each number references a question from pg 1
• Specific information related to that question
• Temperatures taken/discussion items
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• IOM – Chapter 5 for written reports
• Report Templates
• Class Documents, Trust your training!
• Flipbooks
• Talk with your Team – learn from each other
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• Look for the requirements being met:
• cGMPs 
• Employee health/hygiene and training programs
• Records associated with processes, procedures and equipment
• Ensuring food facility registration as applicable



THANK YOU
Courtney.Pierson@ks.gov

Mark.Meier@ks.gov 
Food Safety and Lodging Program

www.agriculture.ks.gov/FSL

mailto:Courtney.Pierson@ks.gov
mailto:Mark.Meier@ks.gov
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