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FDA 483
violations

in food and
beverage
manufacturing

Ten violation categories, the operational root
cause behind each, and a corrective action
playbook you can run before FDA arrives.

Built for plants. Trusted by leaders. Proven at scale
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How to use this playbook

Sections 01-04 explain the
enforcement picture. Section 05 is
the reference: ten categories,
each with what inspectors
observe, where it breaks down,
and what to do. Every page in
that section carries an edge
index so you can find a category
in seconds.

Section 06 is a working checklist.
Mark each line with one of
three states:

0 In place and documented

In place, inconsistently
documented

@ capidentified

Each state pairs a colour with a
glyph so the checklist reads correctly

in greyscale.

Technically reviewed by Kim Kowieski, Lead Onboarding Coach, SafetyChain. Kim has more than
15 years of food and beverage quality assurance and sanitation experience, seven of them at

SafetyChain working with plants on implementation.



SECTION 01

Executive summary

FDA conducted 11,760 food and cosmetics inspections in FY2025, up from 10,220
the year before, an increase of about 15%. That fiscal year also saw HHS cut
roughly 3,500 FDA positions, close to a fifth of the workforce. Investigators were
officially exempt; the support and laboratory staff behind them were not.
Enforcement rose alongside the inspection count rather than easing off.

+15%

year over year

11,760

food & cosmetics
inspections, FY2025

5—-58 10

untitled letters,
FY24 — FY25

categories that keep
repeating

FDA Compliance Dashboard data via Reed Smith, December 2025. Inspection counts cover the combined food and cosmetics category rather than

food manufacturing alone.

Untitled letters to industry jumped from five in
FY2024 to 58 in FY2025, and warning letters to
food companies have been trending up. The
inspections themselves got harder, with
larger teams, more environmental swabbing
for pathogens, and longer durations than in
prior years.

If you run quality or the plant, the operating
reality has shifted. More inspections, run with
more rigor, raise the probability that your
facility is next and shrink the room for a 483
response that satisfies the words of a
requirement without closing the gap
underneath it.

A smaller agency covering more ground
also changes who walks your floor. FDA is
moving its field investigators toward a
generalist model, so the person reviewing

your sanitation records may have inspected
a different kind of facility last week. Expect to
explain your process, the requirement it
satisfies, and why your records are built the
way they are. Records that explain
themselves make that conversation shorter.

FDA has also started using Al to analyze its own
data and is moving toward risk-based
targeting that draws on a facility's compliance
history. A weak corrective action is now more
likely to be visible the next time an investigator
looks at your record.

This playbook maps the violation categories
that show up most consistently in food-sector
Form 483 observations, explains the
operational root causes behind them, and
gives a corrective action playbook for each. It
closes with a self-assessment checklist you
can use before FDA does.

The categories are not surprising, and they have not changed much in years. What changes

from plant to plant is whether you have closed the gap between what your food safety plan
dictates and how consistently those protocols get executed across every production run.

Executive summary



Thirty minutes from the
front desk to the floor

Be ready to explain the requirement your
process satisfies, not only show the record.
FDA inspections are routinely unannounced.
Investigators present credentials at the front
desk and typically request to begin the floor
walk within 30 minutes.

If you are tracking on paper, that 30 minutes
turns into a scramble. A missing pre-op record,
an open internal-audit corrective action, a
sanitation log nobody can put a hand on: each
one becomes friction you are managing in
front of an investigator. FDA is running more
inspections and more enforcement actions, so
what gets tested is your normal Tuesday, not
your best day.

According to Reed Smith's December 2025
analysis of FDA Compliance Dashboard data,
FDA conducted 1,540 more food and cosmetics
inspections in FY2025 than in FY2024, rising
from 10,220 to 11,760. Those figures cover the

THE ENFORCEMENT SLOPE - FY2024 — FY2025

combined food and cosmetics category rather
than food manufacturing alone, so the food-
only share of the increase may run higher or
lower. The direction holds either way.

Enforcement moved the same way. FDA's
untitled letters rose from five in FY2024 to 58 in
FY2025, and warning letters to food
manufacturers, sellers, and importers have
trended up through 2025 and into 2026. What
that means for you: FDA is looking at more
facilities, looking harder, and following up
more often.

Form 483 observations are not random. They
reflect the same execution failures, year after
year, against the same regulatory
requirements. This playbook decodes those
patterns so you can address them on your
schedule instead of FDA's.

Inspections conducted

FY2024

raozs | 1750

Count of inspections, food and cosmetics combined.

10,220

Untitled letters issued

FY2024 5

I ¢

Count of untitled letters to industry. Separate scale
from inspections.

FY2025

Source: FDA Compliance Dashboard data, via Reed Smith LLP analysis, December 30, 2025.

Executive summary



SECTION 02

Understanding Form 483, and
why the response matters

FDA Form 483, Inspectional Observations, is the
written list of deficiencies an investigator
records during an inspection and reviews with
management at the closeout. It documents
observed conditions rather than a final agency
finding. What happens next decides whether it
stays a correctable observation or escalates to
a warning letter, import alert, consent decree,
product hold, or recall.

The regulatory framework for food and
beverage manufacturers sits in 21 CFR Part 117,
Current Good Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive Controls
for Human Food. This FSMA rule establishes the

THE 156-BUSINESS-DAY CLOCK

Weekend doesn’t count

preventive-controls framework FDA uses to
evaluate your operations, with subparts
covering personnel hygiene, facility design,
hazard analysis, preventive controls,
monitoring, verification, and corrective actions.

The 483 response timeline

FDA's longstanding practice is that when a firm
responds to 483 observations within 15
business days, the agency reviews that
response in detail before deciding whether to
issue a warning letter. FDA reinforced this
expectation in its March 2026 draft guidance
document on responding to 483 observations
(Docket FDA-2025-D-1504).

Weekend doesn’t count

0 1 2 3 4 5 6 7 8 9 10 l 12 14 14 15
L 1 1 | L 1

F 11 . ] |

Day 0 Day 15

closeout meeting

FDA reviews the response in detail
before deciding on a warning letter

15 business days is about three weeks.

FDA 483 violations in food and beverage manufacturing



A response is more than a letter

A 483 response has to show five things. A response that carries
four of them leaves the fifth open for follow-up.

1 Acknowledgment of each observation

2 A credible root cause investigation

3 Specific corrective actions with implementation timelines
4 Evidence of management oversight and accountability

5 A plan for verifying effectiveness

A generic response does not prevent a warning letter, and neither does a promise
of future corrective action that never documents how the deficiency happened in
the first place.

SCOPE CAVEAT

The March 2026 draft guidance was issued for drug cGMP inspections, not food. Its
principles, a timely response, a documented root cause, and credible corrective actions,
match how FDA handles food-sector responses, but treat the drug-specific document
as supporting context rather than food law, and confirm current food expectations with
a PCQI or regulatory counsel.

FDA 483 violations in food and beverage manufacturing



SECTION 03

FDA’'s move toward

data-driven targeting

In June 2025, FDA launched Elsq, its first large
language model-based generative Al
assistant, to help staff work through data and
documents. The agency has since signaled a
broader shift toward risk-based oversight. Its
May 2026 One-Day Inspectional Assessments
program, for one, is built to gather facility-
specific risk scores and recurring compliance
themes and use them to target future

oversight. FDA has not published a detailed
methodology for how it weights any single
factor, so treat the specifics as direction rather
than settled mechanics.

The practical implication still holds.
Responding to a 483 and going back to
business as usual is a weaker position than it
used to be.

Your compliance record is increasingly something
FDA can see and act on between inspections,

not only during them.

Why the same violations keep appearing

FDA is changing how it oversees your plant in
four ways at once.

More data. FDA launched its Elsa Al assistant in
June 2025 and calls Al a priority for predicting
foodborne illness. It hasn’t said Al will replace
investigator judgment.

One-day assessments. A pilot that began in
April 2026 covers more lower-risk facilities in
less time. FDA can extend a visit when it finds
significant issues.

The same gaps cost you certifications

Generalist investigators. FDA is moving
inspectors away from product-specific
specialization.

State inspections. Under BRIDGE, FDA aims to
move more routine, lower-risk inspections to
states and keep higher-risk and foreign work.

For you, that means less predictable inspection
depth and investigators who may not know
your process. Your records have to explain
themselves.

GFSI scheme audits (SQF, BRC, FSSC 22000) expose the same gaps, and for many plants the audit
calendar fills before FDA arrives. If you manage retailer requirements alongside FDA risk, the
documentation failures that draw a 483 observation are the same ones that cost you a certification or

a major account.

Data-driven targeting, and why the same violations keep appearing



SECTION 04

Documentation execution
and record integrity

Physical observations fill a lot of Form 483s, but the vulnerability
underneath is usually documentation.

THE RECORDKEEPING GAPS INVESTIGATORS KEEP FLAGGING

5 &

Missing or Backdated entries Missed quality

incomplete records e and safety checks
Filling historical gaps after

Scheduled checks, pre- the fact, which is a critical Process controls or CCP
operational logs, or shift compliance violation on verifications bypassed
handoffs that lack its own. under production speed or
required entries. scheduling pressure.

Strengthening record integrity means moving off paper logs and into workflows where
the record is an unalterable byproduct of the work itself.

You will be held to a strict standard. If it was not
documented, it did not happen.

Documentation execution and record integrity



SECTION 05

The top violation
categories

Ten categories, each with what inspectors observe,
where it breaks down, and what to do about it.

01 Inadequate or unfollowed written procedures 10

02 Environmental monitoring program deficiencies 1

03 Pest control and insanitary conditions 13
04 Allergen controls and cross-contact prevention 14
05 Inadequate hazard analysis 16
06 Process validation failures 17
07 Corrective action and CAPA program deficiencies 18
08 Sanitation program deficiencies 20
09 Supplier verification program deficiencies 2]

10 Personnel hygiene and training 22



SECTION 05

Inadequate written procedures,

or failure to follow established procedures
Regulatory Anchor 21 CFR Part 117, Subparts B and C

02

03
WHAT INSPECTORS OBSERVE
04
SOPs that do not reflect actual practice. Procedures that were never
updated after a process changed. Production conducted without reference 05
to documented procedures. Written procedures that live in a binder but are
not accessible at the point of work. 06
07
WHERE IT BREAKS DOWN
Process drift sets in when your written SOPs do not tightly govern daily oe
execution. Without standardized workflows, variation develops between e
teams and between shifts. A paper SOP filed centrally rarely helps an
operator working at line speed, and verbal training handoffs drop steps. 10

WHAT TO DO

(| Audit your written procedures against current process reality. Every step your
operators actually perform needs a matching documented procedure.

(| Make procedures accessible where the work happens. Digital systems can surface
the relevant SOP when an operator opens the form for that task, rather than after they
finish it.

(| Require procedure updates before a process change goes live, not after.

(| Verify procedure comprehension through direct observation on every shift, not just
first.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 10



SECTION 05

Environmental monitoring program
deficiencies, including Listeria
and Salmonella

Regulatory Anchor 21 CFR Part 117, Subpart C — sanitation preventive controls
and verification, including environmental monitoring where appropriate

ENFORCEMENT CASE - DO&CO, INC. - WARNING LETTER 717773 - MARCH 30, 2026

This category carries the most severe enforcement consequences for ready-to-eat
facilities. The letter documented Listeria monocytogenes in the production environment
and faulted the company's corrective actions: the facility cleaned and sanitized after
positive findings but did not investigate the source. Cleaning after a positive without a
root cause investigation is a temporary response, not a corrective action.

WHAT INSPECTORS OBSERVE

No written environmental monitoring program, or a written program
that does not match execution. Inadequate sampling frequency or
scope. Positive findings that triggered cleaning but no investigation.
No trend analysis.

WHERE IT BREAKS DOWN

Your EMP is probably designed by quality leadership and executed by
sanitation staff who do not fully understand the risk-based reasoning
behind sampling locations and frequencies. A positive triggers a
scrub-down instead of a structured investigation. Documentation of
results and corrective actions is inconsistent enough to make trend
analysis meaningless.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain.



WHAT TO DO

(| Review your sampling plan against the risk profile it is supposed to address. Sampling
locations should be justified by harborage risk, not operational convenience. 01

(| Establish a formal investigation protocol for positives that requires root cause
identification. Document the investigation, findings, and corrective actions in a

retrievable record. o9
(| Track results over time. Recurring positives in the same zone or on the same 04
equipment are a systemic problem that cleaning will not solve.
05
(| Connect positive findings to investigation records and follow-up verification
sampling, so the chain of documentation is traceable. 06
07
08
TWO RESPONSES TO A POSITIVE e

. 10
— Clean and sanitize — [EETeleR=Tole RuN=TggTolel{e]gYAT-1T oo o E-T-%

Environmental
positive

confirmed
— Investigate source — Identify root cause — Verify — [ il

The DO&CO warning letter (717773, March 30, 2026) faulted the upper path: cleaning occurred, investigation
did not.

If you run environmental monitoring digitally, you can link sampling results
to investigation records, flag recurring positives by zone, and surface trends
before they become an enforcement pattern. The outcome that matters:
your next FDA reviewer sees a documented trend response instead of an
isolated cleaning record.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 12



SECTION 05

Pest control and insanitary conditions
Regulatory Anchor 21 CFR 117.35(c) — pest control - FD&C Act Section 402(a)(4)

— adulteration under insanitary conditions

FDA's action against Gold Star Distribution, Inc. shows how fast this
category escalates. FDA’s October 2018 warning letter to Gold Star
Distribution cited rodent activity and insanitary conditions, and noted
that the company’s corrective action plan came with no
documentation or timelines. The letter was later closed out. A 2019
inspection again found pest-exclusion problems. A November—
December 2025 inspection ended in a nine-item 483, followed by a
recall on December 26, a federal complaint on September 11, 2026,
and a consent decree of permanent injunction ten days later. Gold
Star is a distribution and storage operation rather than a
manufacturer, but the adulteration standard under Section 402(a)(4)
and the pest-control expectations apply identically to storage and
warehousing inside a manufacturing plant.

WHAT INSPECTORS OBSERVE

Evidence of pest activity in production or storage.
Inadequate pest control programs. Facility
maintenance gaps that create entry points. Incomplete
monitoring records.

WHERE IT BREAKS DOWN

You almost certainly have a pest control contract. The
failure is in documentation and response. Bait station
checks, catch counts, entry-point inspections, and
corrective actions happen, but they are not centrally
maintained. An inspector cannot evaluate a program
they cannot see evidence of.

WHAT TO DO

| ] Audit the facility for pest entry points:
exterior wall gaps, floor drains, door seals,
utility penetrations, the loading dock.
Document findings and remediation.

catches above threshold. Record the action
taken, the follow-up monitoring, and the
inspection of adjacent areas.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain.

THE ESCALATION LADDER

Consent decree

Recall

Repeat inspection

Warning letter

483 observation

Gold Star Distribution, Inc.: 2018
warning letter, 2025 483, recall,
consent decree.

|| Review monitoring records for
completeness. Every scheduled activity
needs a documented result, including zero-
activity findings.

| ] Establish a corrective action protocol for | ] Confirm the last 90 days of pest control
records are retrievable quickly, not after a
physical search.

01

02

04

05

06

07

08

09



SECTION 05

Inadequate allergen controls and cross-
contact prevention

Regulatory Anchor 21 CFR Part 117, Subpart C — allergen controls - 21 CFR
117.130(a)(1) — hazard analysis

ENFORCEMENT CASE - BARCELONA NUT COMPANY INC. - WARNING LETTER 721619 - MARCH 3,
2026

The letter faulted the company for not identifying allergen cross-contact as a hazard
requiring a preventive control, under 21 CFR 117.130(a) (1). The facility roasted cashews,
peanuts, almonds, and sunflower kernels in the same oil, and FDA found that the
filtration the company proposed would not remove the peanut and tree-nut proteins
carried in that oil. Undeclared allergens are consistently among the leading causes of
FDA food recalls.

THE SHARED-OIL MAP

7 3N
Cashew
Shared oil
recirculation
Peanut
system Finished product, four
Filtration does not SKUs
Almond remove the
proteins carried
in the oil
Sunflower kernel
. J

Source: FDA warning letter to Barcelona Nut Company Inc., 721619, March 3, 2026.

WHAT INSPECTORS OBSERVE

Shared equipment used across multiple allergen-containing products
without adequate cleaning and verification between runs. No

documented allergen changeover procedures. Inadequate training.
Labeling inconsistencies.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain.



WHERE IT BREAKS DOWN

Allergen failures happen at changeover. Your changeover procedures are
often verbal, vary across shifts, and are not adequately documented.
Verification of cleaning effectiveness is not performed, or not recorded.
Training on allergen protocols is generic rather than product- and
line-specific.

Map every allergen-containing ingredient to every piece of equipment it contacts,
including shared utilities like oil recirculation systems, conveyors, hoppers, and
portioning equipment.

Write allergen changeover procedures for every product transition that involves an
allergen change. Make them specific to the equipment and include the verification
step.

Document changeover completion and verification before the next production run
begins. A sign-off requirement creates accountability and an auditable record.

Train at onboarding and at least annually. Verify comprehension through
observation, not just an attendance record.

A digital changeover checklist that requires a verification sign-off
before the line is released enforces the one step most often

skipped under schedule pressure. The line does not start until the
record is complete.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 15




SECTION 05

Inadequate hazard analysis
Regulatory Anchor 21 CFR 117.130(a)(1)

A food safety plan filed during FSMA implementation and
untouched since does not satisfy this requirement, no matter
how thorough the original work was.

FDA's position is that a hazard analysis is only valid if a qualified individual
conducted it, considered all relevant information, and reviewed and
updated it when conditions changed.

WHAT INSPECTORS OBSERVE

Hazard analyses that do not consider all reasonably foreseeable hazards.
Plans that were not updated after a process, ingredient, supplier, or
facility change.

WHERE IT BREAKS DOWN

Your hazard analysis was probably completed during FSMA implementation
or a certification audit and not revisited until the next audit cycle.
Operational changes happen without triggering a formal review. The person
who completed the original analysis may have left, and the tribal
knowledge left with them.

Build a change-management trigger list. Any change to ingredients, process
parameters, equipment, or facility layout should kick off a review of the relevant
sections of your food safety plan.

Conduct an annual review of the full hazard analysis even without specific changes.

Document it and keep the record.
Have your PCQI participate in reviews, not just in the original development.

Cross-reference your hazard analysis against current production reality. If the
document describes a process that does not match how you operate, it is not
protecting you.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain.



SECTION 05

Process validation failures

Regulatory Anchor 21 CFR 117.160
o1

02
VERIFICATION
03
Asks whether a control is Asks whether the designed
performed as designed. control actually works under 04
realistic conditions. -

Validation gets confused with verification. You may keep detailed
verification records and thin validation records, and that gap shows up 07
directly in FDA observations.

08

09
WHAT INSPECTORS OBSERVE

Process controls (thermal processing, metal detection, kill steps) without 0

documented validation that the control is effective. Changed process
parameters without revalidation.

WHERE IT BREAKS DOWN

Process changes routinely happen without triggering a validation review. A
replacement heat-treatment unit, a change in belt speed, or a new filling
nozzle can each alter the critical parameters a control was validated on.
Under production pressure, those changes do not always get flagged as
validation-relevant.

WHAT TO DO

(| Identify every preventive control classified as a process control. Confirm a current
validation study exists for each, run under conditions that reflect actual production.

(| Connect your change-management process to validation triggers. The same trigger
list that starts a hazard analysis review should flag potential revalidation.

[ | Keep validation records retrievable. A study that exists only in a consultant's files is
not adequate documentation.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 17



SECTION 05

Corrective action and CAPA
program deficiencies

Regulatory Anchor 21 CFR Part 117 — corrective action requirements within the preventive
controls framework

FDA's published FY2025 observation data consistently shows CAPA-related
citations among the most frequent food-sector observations.

WHAT INSPECTORS OBSERVE

Corrective actions that are not documented. Root cause investigations that
are superficial. Preventive actions that address the immediate event
without addressing the systemic cause. Corrective actions closed without
documented effectiveness verification.

THE CAPA LOOP, AND THE STEP THAT GETS SKIPPED

Non-conformance  —»  Root cause investigation ~ —»  Corrective action assigned

— - Closure

Highlighted: the step the copy identifies as most often skipped. FDA asks about it in follow-up inspections.

Reed Smith's December 2025 analysis notes that many facilities that received warning
letters had earlier received 483 observations they failed to resolve adequately. The
sequence is predictable. An open 483 observation is exactly the kind of unresolved issue
FDA's data-driven targeting is built to surface. An inadequate corrective action produces
another 483. The enforcement path escalates from there.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain.
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WHERE IT BREAKS DOWN

Your CAPA program probably runs on spreadsheets, paper logs, or email
chains. Assignments get made but not systematically tracked. Due dates
pass without escalation. Root cause investigations get done by whoever
was closest to the event, with no structured methodology. Preventive
actions are documented and never verified for effectiveness. What you
end up with is a CAPA log that looks active but works as a parking lot for
open items.

Assign ownership for every CAPA at creation. An unassigned CAPA is a guarantee of

non-closure.

Define due-date requirements and escalation triggers. Decide who gets notified
when a corrective action is overdue and who is accountable for resolution.

Require a structured root cause methodology for significant non-conformances. Five-
Why analysis, fault tree analysis, or comparable approaches produce defensible
records. "Training was re-conducted" is not a root cause finding.

Plan and document an effectiveness verification step for every corrective action. FDA
will ask about verification in follow-up inspections.

On the multi-shift problem specifically

Your CAPA closure rates on second and third shift are typically weaker than first, for the
same reason execution drift happens everywhere else. Digital CAPA workflows that
escalate overdue items to management automatically, regardless of shift, close that
gap without a supervisor manually chasing status.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 19



SECTION 05

Sanitation program deficiencies

Regulatory Anchor 21 CFR Part 117 — sanitation controls as a category of preventive control

The cleaning happens. The records do not consistently reflect
what was done, when, by whom, or with what chemistry at
what concentration.

Sanitation usually has the weakest documentation discipline in the plant.

WHAT INSPECTORS OBSERVE

Incomplete master sanitation schedules. Missing pre-op inspection records.
Sanitation procedures that are not validated or verified for effectiveness.

WHERE IT BREAKS DOWN

Pre-operational inspections get conducted but not formally documented, or
the documentation varies across shifts. Your sanitation team usually works
with the smallest headcount and the least documentation infrastructure, on
the schedule with the least supervision.

WHAT TO DO

[ | Confirm your master sanitation schedule is current and covers every piece of
equipment and surface that needs regular cleaning. Document frequency, method,
chemistry, and responsible party.

(| Establish a pre-op inspection process with a documented record for every production
shift. Capture inspected areas, inspector, result, and any corrective actions taken
before production release.

(| Conduct periodic ATP testing or an equivalent microbiological verification of
sanitation effectiveness on food-contact surfaces. Document and trend the results.

(| Confirm the last 90 days of sanitation records are retrievable in a format that satisfies
an auditor request within minutes, not after a physical search.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 20




SECTION 05

Supplier verification program deficiencies

Regulatory Anchor 21 CFR Part 117 — supplier verification requirements within the preventive
controls framework

A NOTE ON REGULATORY SCOPE

If your facility imports food or ingredients from foreign suppliers, the Foreign Supplier Verification
Program (FSVP) under 21 CFR Part 1, Subpart L applies to you as the importer. If you source
domestically from domestic suppliers, you operate under the supplier verification requirements of
21 CFR Part 117. These are related but distinct programs with different applicability, so confirm which
applies to your sourcing situation.

WHAT INSPECTORS OBSERVE

No written supplier verification program. Supplier-controlled hazards not
identified in the food safety plan. Verification activities not calibrated to
hazard risk. Documentation scattered across email, shared drives, and
paper files.

WHERE IT BREAKS DOWN

Your supplier verification program may amount to an approved supplier list,
a CoA review, and periodic audits, with an incomplete connection between
those activities and documented risk-based verification. Documentation,
including SCARs and supplier responses, is not centrally maintained.

WHAT TO DO

[ | Review your food safety plan to confirm supplier-controlled hazards are identified
and that verification activities are assigned and documented for each.

[ | Centralize supplier documentation: certificates, specifications, third-party audit
results, and CoAs in one location with accessible retrieval.

(| Define and document the criteria that set verification frequency and method by
supplier type. High-risk ingredients from suppliers with limited audit history warrant
more intensive verification.

(| Issue a supplier corrective action request (SCAR) when a supplier misses a
specification or audit finding, and track it to closure with the same owner, due
date, and effectiveness check you use for internal CAPAs.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 21




SECTION 05

Personnel hygiene and training

Regulatory Anchor 21 CFR Part 117, Subpart B

WHAT INSPECTORS OBSERVE

Food-handling personnel without documented, current hygiene training.
Training documented at onboarding with no evidence of refresh or
verification. GMP observations that are not recorded. Training records that
cannot be produced by employee, date, or topic.

WHERE IT BREAKS DOWN

GMP compliance drifts fastest when turnover is high. Training gets
documented at onboarding and then never verified or refreshed.
Compliance varies by shift and by supervisor. If you rely on
temporary or agency labor, the gap widens. Workers arrive mid-
week, rotate between lines, and can leave before a refresher is
due, and their training records can end up with the staffing
agency rather than in your plant’s system.

Confirm all food-handling personnel have documented, current training on hygiene
requirements. An orientation sign-off is not current training.

Conduct periodic GMP compliance observations on every shift and document the
results. Trends in specific gaps should drive targeted retraining, not another all-staff
reminder.

Verify training materials are available in the languages your workforce speaks.

Treat temporary and agency workers like employees for hygiene and GMP training.
Document training before their first shift, and keep the record in your system, not
the agency'’s.

Keep training records retrievable by employee, training date, and topic, including
temporary staff. A file cabinet that needs a physical search is an audit liability.

The top violation categories | Reviewed by Kim Kowieski, SafetyChain. 22




SECTION 06

Self-assessment checklist: find
your 483 risks before FDA does

Use this checklist as a pre-inspection gap assessment.
For each item, mark your status. Work it shift by shift

This is not a guarantee of inspection
outcomes, and it does not substitute for

rather than from the office, and mark what is true on a a qualified hazard analysis, regulatory
normal Tuesday. review, or PCQI oversight. It is a starting

0 In place and documented Inconsistently documented ° Gap identified

point for an honest conversation about
where your program actually stands.

m Record integrity and documentation execution
Records are completed at the point of work and reflect actual execution

Missed, incomplete, or out-of-spec checks are identified and addressed

Records document who performed the activity, when it occurred, and any actions
taken

Records are easily retrieved and connected to related quality and food safety
records

m Written procedures
All production and sanitation SOPs reflect current actual practice
SOPs are accessible at the point of work, not only in a central binder or shared drive
A change-control process requires SOP updates before process changes go live
Procedure comprehension is verified through observation on every shift

Document revision history is maintained and current versions are clearly identified

Self-assessment checklist

Uy
Doy

Uy
DU

Uy
.
DUy
.
DUy

23



In place and documented Inconsistently documented o Gap identified

m Environmental monitoring
A written environmental monitoring program exists and fits your facility's risk profile
Sampling locations and frequencies are documented and risk-justified
All scheduled monitoring activities are documented with results
A formal investigation protocol exists for environmental pathogen positives

Environmental monitoring trends are reviewed at defined intervals

Corrective actions for positives include root cause findings and effectiveness
verification

m Pest control

A written pest control program is in place and current

Pest monitoring results are documented for every scheduled activity, including
zero-activity findings

A corrective action protocol exists for findings above threshold
Facility maintenance records document remediation of physical entry points

The last 90 days of pest monitoring records are retrievable quickly

€23 Anergen controls

All allergen-containing ingredients are mapped to all equipment they contact

Written allergen changeover procedures exist for every product transition involving
an allergen change

Changeover completion and verification results are documented before production
release

Allergen training records are current for all food-handling personnel

Label verification confirms allergen declarations match formulation

Self-assessment checklist



In place and documented Inconsistently documented o Gap identified

m Hazard analysis and food safety plan o
Your hazard analysis was conducted by a qualified individual and is dated
The hazard analysis has been reviewed and updated after any significant change
An annual review of the food safety plan is documented even absent changes

Preventive controls are documented for every hazard requiring a control

Monitoring, verification, and corrective action procedures are defined for each
preventive control

D) Process validation o
All process controls have documented validation studies
Validation studies reflect current equipment and process parameters
A protocol exists for deciding whether an operational change requires revalidation

Validation records are retrievable and traceable to current production conditions

Corrective actions (1
Every open corrective action has a named owner and a due date
A tracking mechanism flags overdue corrective actions for management review

Root cause investigations use a structured methodology

Effectiveness verification is planned and documented for significant corrective
actions

CAPA records from the last 12 months are retrievable and complete
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In place and documented Inconsistently documented o Gap identified

m Sanitation

A master sanitation schedule is current and covers all equipment requiring periodic
cleaning

Pre-op inspection records are completed for every production shift

Sanitation records include method, chemistry, and responsible party for each
cleaning activity

ATP testing or an equivalent verification is conducted and trended

The last 90 days of sanitation records are retrievable

m Supplier verification
Supplier-controlled hazards are identified in your food safety plan
Verification activities are assigned, documented, and calibrated to hazard risk
Supplier documentation is maintained centrally and kept current

Supplier qualification records are retrievable during an inspection

m Personnel hygiene and training
All food-handling personnel have documented, current hygiene training
GMP compliance is observed and documented on every shift
Training materials are available in all languages your workforce uses

Training records are retrievable by employee and topic

Temporary and agency workers complete documented hygiene and GMP training
before their first shift

Self-assessment checklist
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SECTION 07

The cost of waiting

Form 483 observations get treated as administrative
events. They are not. Each unresolved observation

compounds risk along a defined escalation path:
483 observation, warning letter, repeat inspection,
recall, federal complaint, consent decree

FDA's enforcement record shows warning letters following

inadequately resolved 483 observations, and the
agency's move toward data-driven targeting means it
can weigh whether your corrective actions held between

inspections. An adequate response that produces
inadequate results in the next inspection does not stay
adequate for long.

Run the order-of-magnitude math on each risk category
your facility carries.

RISK CATEGORY ESTIMATED IMPACT BASIS YOUR ESTIMATE
483 response preparation Legal and quality staff time, external
advisory
Process remediation per major Equipment, training, documentation,
observation verification
Production downtime during Lost throughput times hours offline
remediation (calculate from your daily production
value)
Warning letter response Legal counsel, detailed CAPA

documentation package

Product hold or recall Inventory, logistics, customer notification,
brand recovery (six to seven figures for
significant recalls)

The ranges above reflect publicly reported enforcement case data and industry advisory benchmarks. They are advisory, not
SafetyChain figures. Your actual exposure depends on facility size, product category, and violation type, so consult regulatory
counsel for a facility-specific estimate.

Even at the low end of each range, an unresolved 483 observation that escalates to a

warning letter costs an order of magnitude more than the operational systems that

would have closed the gap before FDA arrived.

The cost of waiting




SECTION 08

What changes when documentation
is built into execution

FDA's March 2026 draft guidance on 483 responses, written for the drug context but broadly
applicable in principle, emphasizes that documentation quality is central to how FDA evaluates
corrective actions. If you can show you implemented a corrective action, tracked implementation,
verified effectiveness, and kept retrievable records of the whole process, you are in a far stronger
position than a facility that offers a narrative with no supporting documentation.

What decides it is whether your quality records can answer the investigator's questions in real
time, without someone from QA assembling a response by hand.

RETRIEVING 90 DAYS OF PRE-OP RECORDS

Physical search across three binders in two buildings
Digital pre-op inspection forms
One food manufacturer's mock-inspection result. Individual results vary. Bars are proportional to elapsed time.

That gap is the difference between a controlled inspection response and a visible
documentation hole.

Pre-op, CAPA, and inspection records captured where the work happens and retrieved from one system.

What changes when documentation is built into execution 28



What CAPA closure looks like when it works

If you manage CAPA in spreadsheets, you hit
two problems consistently. You cannot
demonstrate timely closure, and you cannot
demonstrate effectiveness verification. Both
are exactly what FDA asks about in a 483
response and in follow-up inspections.

When corrective actions are tracked in a
system that connects the non-conformance to
the investigation, assigns ownership with due
dates, and requires an effectiveness
verification step before closure,

average CAPA open time drops and the
documentation survives scrutiny without
manual reconstruction.

SafetyChain customers who have moved off
spreadsheet-based CAPA report a specific

outcome: when an investigator asks for the
corrective action record on a CCP deviation
from four months ago, they pull it up in the
same system where the original deviation was
recorded, with the investigation record, owner,
closure date, and effectiveness verification
linked in one place.

If you run multiple sites, supplier corrective
action requests (SCARs) follow the same
workflow. A SCAR is tracked through the
same system as your internal CAPAs, with
the supplier’'s response stored alongside the
originating record, rather than scattered
across email chains and shared drives
during an inspection.

When FDA asks for the pre-op record that matches the lot in
question, it is there, linked, timestamped, and auditable, because

the record was created in the workflow where the work happened
rather than assembled afterward from separate systems.

What changes when documentation is built into execution
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SECTION 09

Four operational priorities

You know what Part 117 requires. The gap is executing against those requirements
reliably, shift after shift, across all personnel, and documenting that execution in a

form that survives audit scrutiny.

Connect documentation
to execution

If your food safety records are produced
separately from the production activity,
completed after the fact, or keyed from paper
forms into spreadsheets, your documentation
reflects what operators recorded rather than
what happened. Digital capture at the point of
work, with required fields and real-time
notifications for out-of-spec results, closes the
gap between observation and record. The pre-
op that did not happen cannot be backdated.

3 ®

Make records
retrievable in minutes

FDA investigators ask for specific records: all
pre-op logs for the last 90 days, corrective
action documentation for a specific CCP
deviation, supplier verification records for a
particular ingredient. If retrieval means a
physical search through paper files, you are
running a scavenger hunt with an investigator
watching. A four-minute retrieval instead of a
three-hour search is the difference between
an inspection you control and one that
controls you.

Four operational priorities

Close the loop on
corrective actions

Every open corrective action is a potential FDA
observation, and every closed corrective action
without documented effectiveness verification
is an inadequate response. Structure your CAPA
program so that opening, assigning, tracking,
and closing corrective actions produces a
complete, auditable record rather than a
spreadsheet with status columns.

4 1l

Standardize execution
across all operating hours

Process drift shows up when execution depends
on who is supervising rather than on the
system. Digital workflows can surface an out-
of-spec condition in real time and require a
documented response before the process
moves forward. That is what keeps third shift
running the same way as first, on a holiday
weekend as on a normal Tuesday.
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SECTION 10

References and disclaimer

This playbook is intended for educational purposes and does not constitute legal or regulatory
advice. Regulatory requirements cited reflect publicly available FDA guidance and regulations as
of the date of publication. Facilities should consult qualified Preventive Controls Qualified
Individuals (PCQIs) and legal counsel for facility-specific compliance guidance.

FY2025 FDA inspection observation data is available for download from the FDA Office of
Inspections and Investigations. Review the current fiscal-year spreadsheet and apply the

product-category filters relevant to your operations.
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SECTION 11

Conclusion and next steps

FDA Form 483 observations in food and beverage manufacturing
are not random. They reflect consistent execution failures against
well-established requirements, and FY2025 data confirms the
categories have not changed much. Sanitation, environmental
monitoring, allergen controls, CAPA, written procedures, hazard
analysis, process validation, supplier verification, pest control, and
personnel hygiene are the same categories that have generated
observations for years.

Respond to a 483 with surface-level corrective actions and your
probability of follow-up enforcement rises, becauseFDA’s targeting
is designed to surface.

The investment case for prevention is straightforward. The
operational requirements are documented in Part 117. The patterns
of failure are visible in FDA's published data. What remains is how
your facility prepares, and whether that preparation happens
before the investigator arrives or in the response window after

she leaves.

Your food safety infrastructure
See how it works in your plant

already does most of this work.
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