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Why Me and Why Now?

 Once registered with 

US FDA, you are under 

their “inspectional 

jurisdiction”

 In your Food Facility 

Registration, you 

“consent” to FDA 

inspection



Why Me and Why Now?

 Facility’s risk profile:

 Commodity specific 

 Manufacturing process

 Compliance history

 Could be as simple as you are 

located near another facility 

FDA will inspect



High Risk Foods

Acidified Foods

Low-Acid Foods

Seafood

Custard Filled Bakery Product

Modified Atmosphere 

Packaging

Dairy Products

Soft; Semi-soft; Soft Ripened 

Cheese and Cheese Products

Unpasteurized Juices

Sprouts Ready-to-Eat

Fresh Fruits and Vegetables

Processed Fruits and Vegetables

Spices

Shell Eggs

Sandwiches

Prepared Salads

Infant Formula

Others



 FDA inspections are designed to:

 Identify food safety problems before products arrive in 

the U.S.

 Determine compliance status of facilities and ensure they 

meet the requirements under the Food, Drug and 

Cosmetic Act

 Help FDA make admissibility decisions

Why does FDA Inspect?



Inspection Process:  

“Notice of Inspection” 

 Notice is sent by email

to registrant’s email as

indicated in the food 

facility’s FDA registration

 Notice is also sent to U.S.

Agent via email

 Email will come from:

@fda.hhs.gov



Inspection Process:  

“Notice of Inspection” (hand-out)

 In English:



Inspection Process:  

“Notice of Inspection”

 Key Points:

 5 Days to Respond

 Provide additional data

 Refusal to respond or refusal to allow an 

inspection may cause “increased 

sampling, refusal of admission, or other 

regulatory action.”



Inspection Process: “Factory Profile 

Information” Form (hand-out)  

 Once you reply, FDA’s Office of Regulatory 

Affairs will contact you:

 May take days, weeks, or months (or never)

 Coordinate inspection date

 Ask you to complete and return a “Factory Profile 

Information” form to FDA

 FDA will then come back with name of investigator, 

their flight info, ask you to make hotel reservations, and 

maybe even ask you to provide ground transportation.



Inspection Process:  Day 1

 Inspection is typically 2 days

 Day 1:

 Introductions

 Opening Meeting

 Quick Tour

 Document Review



Inspection Process:  Day 2

 Day 2:

 Most time spent in factory

 Closing meeting with management

 Delivery of form “483” “Inspectional 

Observations”



Inspection Process

 Process Design: 

 Hazard Analysis

 HACCP Plan

 Food Safety Plan

 Process Filing

 Process Delivery:

 Training of personnel and suitability of equipment and 

facility to deliver the process

 Post-process handling

 Process Monitoring and Documentation



Inspection Process:  

Personnel Requirements

 Disease Control 

 Illness, open lesions, including boils, sores, or infected 

wounds, or any other abnormal source of microbial 

contamination

 Cleanliness 

 Outer garments, washing hands, unsecured jewelry, hair 

restraints, gloves, eating, etc.

 Education & Training

 Supervision



Inspection Process: 

Plant and Grounds

 Plant construction and design

 Sufficient space for placement of equipment and 

storage of materials; separation of operations in 

which contamination is likely to occur; outdoor bulk 

storage; working space between equipment and 

walls; good repair of floor, walls, and ceiling

 Grounds

 Removal of litter and waste; eliminating anything 

that may constitute an attractant, breeding place, or 

harborage for pests; adequate draining; proper 

maintenance



Inspection Process:

Sanitary Operations and Controls

 Maintenance, cleaning and sanitizing

 Pest control 

 Storage of toxic materials

 Water supply and Plumbing

 Toilet facilities

 Hand-washing facilities 

 Sewage, rubbish and offal disposal



Inspection Process:  

Equipment and Utensils

 Design and construction

 Seams

 Surface finish

 Cleanable

 Maintenance and calibration

 Does it work?

 Does it work properly?



Inspection Process:  

Warehousing and Distribution

 Storage Conditions

 Facilitates proper rotation

 Protection against deterioration or adulteration

 Container integrity 

 Presence of insects and rodent damage

 Transportation

 Protection against deterioration or adulteration

 Presence of insects and rodent damage

 Distribution

 Review of distribution and shipment records



Inspection Process:  

Records Review

 Employee Training

 Hazard Analysis and HACCP

 Sanitation Schedules

 Disposition of non-conforming 

product

 Equipment Maintenance & 

Calibration

 Labeling

 Pest Control

 Customer Complaints & 

Recalls

 Corrective Actions 

 Internal & External 

Laboratory Test Results

 Production Records

 Distribution Records



Records Review – Product Specific

 Low Acid/ Acidified Foods:

 Process filings, pH, Aw, thermal process, deviations, 

critical equipment, other critical factors

 Seafood HACCP:

 Hazard analysis, critical control points, time/temperature 

requirements, monitoring activities, aquaculture drug 

residue, etc.



Inspection Process:

Applicable FDA Regulations

 Federal Food, Drug, and Cosmetic Act

 Title 21 Code of Federal Regulation (not all inclusive):

 Food Labeling (21 CFR 101)

 Current GMP (21 CFR 110)

 Dietary Supplement (21 CFR 111)

 Low-Acid Foods (21 CFR 113)

 Acidified Foods (21 CFR 114)

 Juice HACCP (21 CFR 120)

 Seafood  HACCP (21 CFR 123)

 Bottled Water (21 CFR 129)



Applicable FDA Regulations

 A single inspection may focus on multiple 

requirements

 For example, canned sardines may be inspected for 

compliance with:

 Seafood HACCP (21 CFR 123)

 Low Acid Canned Foods (21 CFR 113)

 Current GMP (21 CFR 110)

 Food Labeling (21 CFR 101)



End of Inspection

 Closing Meeting: Discussion of observations with 

management (CEO, Plant Manager, QA / QC Managers)

 Opportunity to have corrective actions of the 

deficiencies identified by FDA Investigator reviewed 

before they are added to the 483



End of Inspection (hand-out)

 Inspector departs with no 

observations

or…  

 Form FDA 483 (Inspectional 

Observations) is issued

 Outlines Observations / 

Deficiencies

 Inspector departs



End of Inspection

 483 advises you have 15 days

to respond to FDA to explain

how you will correct the 

deficiencies

 Corrective actions should

be substantiated by evidence

(photos, receipts, etc)



After the Inspection (hand-out)

 Facility responds to FDA 

483

 FDA reviews response to 

FDA 483

 FDA issues an 

Establishment Inspection 

Report (“EIR”) 



After the Inspection

 FDA will eventually classify the 

inspection:

 No Action Indicated (NAI)

 Voluntary Action Indicated (VAI) -

 Official Action Indicated (OAI)

 FDA discloses the final inspection 

classification in an online database

http://www.accessdata.fda.gov/scripts/inspsearch/



OAI Actions (hand-out)

 Warning Letter (which you 

could respond to) and 

perhaps a “Close Out 

Letter”

 Detentions at the port

 Registration suspension

 Re-inspection under FSMA



Inspection Process:  Summary

Notice of 
Inspection

Request for 
more information

Inspection

FDA Form 483 
issued

Corrective 
Action 

Response

Establishment 
Inspection 

Report

Classification



Common Sense Tips

 Don’t try to cancel or reschedule the inspection just to 

avoid inspection (“We think it would be better next year”)

 Take the inspection serious:  your export business could be 

at risk by refusing or “failing” an inspection

 Be courteous and professional with the inspector

 Don’t be offended or defensive of their findings:  their job

 Do offer to correct deficiencies promptly, but be realistic in 

your promises and provide evidence to support the changes

 Don’t give gifts or other compensation even if small in 

nature:   inspectors are not your friends



How can facilities prepare?

 Review and stay current with applicable FDA rules and 

regulations 

 Ensure that food safety systems are current and 

validated, especially LACF processes

 Conduct internal audits and employee training, 

especially as outlined in your documents

 Consider a Registrar Corp “Mock FDA Inspection” or 

other third party consultative audits 

 Review common findings before FDA arrives

http://www.fda.gov/ICECI/EnforcementActions/ucm326984.htm#foods



Questions?

Registrar Corp's Office in Europe
16 Rue Jean Marie Barre – Auray -France 

Phone: +33-(0)-2-97-56-60-65 
Fax: +33-(0)-2-72-68-57-24 

Email: europe@registrarcorp.com 

Web:  www.registrarcorp.com


