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Today’s Challenge...

A facility has:
X{ Repeated violations

@, Multiple inspections &
monitoring events with the
same outcome

. No lasting improvement



Today’s Solution

By the end of this session,
you’ll know how to:

.« Define the real problem
|dentify likely causes
.« Gathertheright data

.« Find the root cause

| S—

Select a fix that sticks




Program Funding

* The customization of this content which begins with intellectual
property created by ASQ and QMS Alliance was supported by the
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* Training courses presented are funded by the participants through
registration fees and the Association of Food and Drug Officials.
The contents are those of the author(s) and do not necessarily
represent the official views of, nor an endorsement, by FDA/HHS,
or the U.S. Government.




Audience Poll

When you see a repeat violation,
what usually happens?

A. It gets corrected
B. We repeat education i B
C. Enforcement escalates \
D. We investigate the root cause

If the same violation keeps showing up,

maybe we're solving the wrong problem.




Correction vs. Root Cause Analysis
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Problem-Solving Terminology

NOW

BEFORE (error occurs)

Proactive Actions Reactive Actions

Food Safety Correction/ Root
Management Containment Cause
System, Active Analysis

Managerial Control,
Food Safety Plan



Root Cause Analysis Prevents Tomorrow’s Problem
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Correction
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PPEEF: Sources of Variation

Field Guicde to
Identifying Root Causes

People
Process
Economics

Equipment
Food




Audience Poll: Which source do ff ~
regulators tend to focus on first? °

People i

Process

Economics
Equipment
Food




Audience Poll: Which source do
businesses tend to focus on first?

People

Process N
Economics \
Equipment t\\,’\/

Food
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The DO IT? Problem Solving Model

Define the Problem
Understand the Process
|dentify Possible Causes
Collect Data

Analyze the Data

FIND IT
Diagnostic
Phase

o bk~ L~

6. Identify Possible Solutions
FIXIT 7. Select Solution(s) to be Implemented
Solution 8. Implement the Solution(s)
Phase 9. Evaluate the Effect(s)
10. Institutionalize the Change

* IT means root cause of the problem!




Don’t jump right to solutions!

Take time to dlagnose the probl em



Meet Today’s Case

Problem: Chicken salad in
the coolerat51°F

Out-of-temp salad has been
repeatedly observed.




Step 1: Define the
Food, Safety Problem
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The Problem Statement

0 What happened or didn’t happen?
OWhere?

@ When?

o How much, how often?

| Use measurable, factual data
X{ Do notinclude possible causes



The problem statement
becomes a baseline

t which success

can be measured.

agains




Poor Problem Statements

* Chicken is out of temperature.

* The coolerisn't working.



Good Problem Statements

L What happened or didn’t * At10:00am, two 12” deep pans of

happen? rice cooked the night before were

[ Identify where and when observed in the reach-in cooler at
50°F.

L How much

[ Use measurable, factual
data * Inthe salad prep cooler, the

temperature of chicken salad in the
serving pan on the top of the unit
was at 51°F during the inspection at
1:35pm.

X{ Do notinclude possible
causes



Step 2: Understand the Process

(Food Flow)




Using Flowcharts to Understand the Process

Before we ask why something failed,
we need to understand how jt’s
supposed to work.

* All problems are a result of a process
that is part of a system

* The process is part of a larger system,
interacting with other processes &
systems

10060000




CHICKEN SALAD

Cold

Level 1 Delivery Storage #1 Cold hold Service

Chicken salad
stored in salad
prep cooler

Produce stored Produce
Level 2 in walk in cooler chopped

Chicken (pre-
cooked) stored in

. Chicken is diced
reach in cooler

All ingredients
combined in
salad prep area




CHICKEN SALAD

Cold

Level 1 Delivery Cold hold Service

Storage #1

Level 1 identifies the major steps for the food



CHICKEN SALAD

Level 2 details each step

Produce stored Produce Chicke.n satad
Level 2 in walk in cooler chopped S e )

prep cooler
Chicken (pre-
c°°ked),5t°red n Chickenis diced
reach in cooler

All ingredients
combined in
salad prep area




T

Step 3: Identity Possible Cause(s)
(Develop Hypothesis)

N



Methods for Identifying Contributing Factors

’



(1) Brainstorming & Hypothesis-Generating

* Used to generate possible explanations.

* Good for outside-the-box thinking.




(2) Causal Analysis: Fishbone Diagram

* Organizes possible causes into logical categories.

* Allows you to consider multiple contributing factors.

>




Fishbone Diagram

People Process Economics

Sub-cause Sub-cause Sub-cause
Sub-cause Sub-cause
Problem P~
Sub-cause Sub-cause
Sub-cause Sub-cause

Food



(3) 5 Whys/Hows

* Repeatedly asks "why" or "how" to move beyond
symptoms and understand underlying system factors.

* Drill down from symptom to cause.




5 Whys/Hows

Employees not washing hands after handling raw foods. Problem Statement

m Employees moved directly from food preparation tasks to ready-to-eat food preparation.

Because they were trying to complete multiple tasks without leaving their
stations.
m Because the handwashing sink was located across the kitchen.

m Because the prep line was expanded and workflow changed.
Because food safety impacts were never evaluated
during the redesign.




(4) Change Analysis

* Compares a process thatis failing to one that worked
previously to determine what changed.

* Compare what changed and when.




(5) Barrier Analysis

* Examines the controls intended to prevent or detect a
problem and where those protections broke down.

* /[dentifies failed or missing controls.




Barrier Analysis: Swiss Cheese

Model of Accident Causation

People
Hazards \O//QJ/ o
®\ /D(ﬂ/ Economics
\ & ®\ O /Doj/EqUipment
__— C )ﬂ/ Food
O

> O O
O
O
The Swiss Cheese Model of §< O O
Accident Causation illustrated }.‘ O O
that, although many layers of O
defense lie between hazards and y

accidents, there are flaws in
each layer that, if aligned, can Loss of
allow the accident to occur. control



Food Flow: Rank the Likelihood of Mishap at Each Step

Problem Statement

In the salad prep cooler at 1:35 pm, the temperature
of chicken salad in the hotel pan was at 51°F.

Delivery Cold Cold Hold Service
S f Storage Prep Employee Salad
ources o | 4 Employee y :
salad ngredients A prepares B places portioned
ingredients stored in salad in and plated

. : salad -
refrigeration prep cooler for service




Focus on the Most Likely Causes

* There are usually many possible causes for any problem.
* Reduce the data that must be collected.

 Quicker or more efficient results.







Collect Data to Confirm or Eliminate Causes

* Create and execute a Data Collection Plan
* Interviewing
* Observation
* Records
* Facility Layout
e Sampling




Interviewing

* Establish rapport

e Start general and
move to specific

* Include both open-
ended and fact-finding

* Confirm info with
multiple sources




Additional Data Collection Tips

* Observation: Take your time to observe normal activity.
Then you can compare what employees said happened to
what you actually observed.

* Records: HACCP plans, inspection reports, menus, logs,
Invoices, past inspections.

* Facility Layout: Map out food flow (raw and RTE) and
people flow. Gives good data on where potential problems
could occur. It also gives you a plan on where to collect
samples, if applicable.



Step 5: Analyze the Data




Process for Data Analysis

* Pattern Analysis: Group data
and conduct a pattern analysis
* Time

* Location

* Equipment

» Staff & their roles

* Food

* Error Analysis: Look for what’s
right first, making it easier to
spot what’s wrong
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Expected vs. Actual: Finding the Gap




Back to Our Case

* The number of deliveries was
reduced to cut costs

* When they run out of pre-cooked
chicken, they substitute grilled
chicken they cook from fresh

* Prep cook sometimes doesn’t
follow the recipe when cooking
fresh chicken




Drilling Down to Root Cause

System Failure What failed?

Physical-Level Cause How did it fail?
(How?) ;

System-Level Cause Why did it fail?
(Why?) ;

Variations:
* People

* Process

* Economics
* Equipment
* Food




Audience Poll: Which is the root
cause of the out-of-temp
chicken salad?

People

Process

Economics

Equipment

Food







The DO IT? Problem Solving Model

Define the Problem
Understand the Process
|dentify Possible Causes
Collect Data

Analyze the Data

FIND IT
Diagnostic
Phase

o bk~ L~

6. Identify Possible Solutions
FIXIT 7. Select Solution(s) to be Implemented
Solution 8. Implement the Solution(s)

9. Evaluate the Effect(s)
10. Institutionalize the Change

* IT means root cause of the problem!

Phase




Step 6: Identify Possible Solution(s)

&) Creative Thinking
&) Mistake Proofing

@ Basics of Biology, Chemistry, Physics, and Behavioral Science

@ Benchmarking
®&) Risk Control Plan



Step 7 — Select Solution(s) to Implement

. . Performance
Considerations Jll Methods
Measures

Goal: Long-Term Behavioral Change
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Time to Practice!

HOW WOULD YOU

ID| SCENARIO TITLE BRIEF DESCRIPTION WI-:IILSOTI?.I_I:'\:?.?UE APPROACH FINDING WYHQL I;':Z\)Eo
THE ROOT CAUSE?
A | Why Are Follow- Follow-up inspections for
Ups Always Late? | priority violations are not
consistently completed
within required timeframes.
B | Why Are We Still | The same top risk-factor
Seeing the Same | violations have remained
Violations? unchanged for years despite
inspections, education, and
enforcement.
C | Why Do Similar Program audits reveal
Facilities Receive | significant variation in
Different findings among inspectors
Inspection inspecting similar
Results? establishments.
D | Why Are Consumer complaint
Complaint investigations routinely

Investigations
Backlogged?

exceed target completion
dates.




Possible RCA Approaches

Investigations
Backlogged?

* Emerging problems may be
missed
* Reduces public confidence

¢ |[dentify bottlenecks
e Compare high- and low-risk
complaint handling

HOW WOULD YOU APPROACH WHAT DATADO YOU
ID SCENARIO TITLE WHY IS THIS ISSUE IMPORTANT? FINDING THE ROOT CAUSE? NEED?
A | Why Are Follow-Ups | * High-risk violations may persist * Map follow-up process ¢ Follow-up dates
Always Late? * Public health risks remain e Compare on-time vs. late cases e Caseloads
uncorrected ¢ |dentify bottlenecks and handoffs * Tracking methods
¢ Reduces program credibility ¢ Inspector interviews
B | Why Are We Still ¢ Repeatviolations indicate limited | ® Review trends over time ¢ Violation trend data
Seeing the Same improvement * Examine how repeat violations are ¢ Inspection reports
Violations? * Resources spent correcting handled (root cause analysis * Enforcement actions
symptoms conducted?) ¢ Education efforts
* Public health outcomes may not e Compare successful vs. ¢ Follow-up records
improve unsuccessful interventions
C | Why Do Similar * Reduces consistency and fairness | ® Compare inspector findings e Audit results
Facilities Receive * Weakens confidence in inspection | ® Review calibration activities e Joint inspection data
Different Inspection data ¢ Evaluate consistencyin ¢ Training records
Results? e Makes trend analysis difficult interpretation e Calibration records
e QA reviews
D | Why Are Complaint | ¢ Delays response to potentialrisks | ® Map complaint workflow e Complaint volumes

e Completion times

* Staffing levels

* Prioritization criteria
e Workflow records




What We Might Discover

Investigations
Backlogged?

there are not enough
investigators.

channels; no risk-based triage
process; high-risk and low-risk
complaints handled similarly.

WHAT PEOPLE MAY ACTUAL ROOT CAUSE

ID | SCENARIOTITLE INITIALLY THINK CONTRIBUTING FACTORS ULTIMATE ROOT CAUSE

A | Why Are Follow-Ups | Inspectors are Different tracking methods; no Process: No standardized
Always Late? disorganized; standard follow-up workflow; tracking and prioritization

supervisors aren't reliance on personalreminders and | system.
monitoring activities. spreadsheets.

B | Why Are We Still Operators aren't Focus on documenting violations Process: Program
Seeing the Same listening; inspectors rather than investigating causes; focuses on correction
Violations? need stronger trend analysis is limited; corrective rather than root-cause

enforcement. actions focus on individual events. prevention.

C | Why Do Similar Some inspectors are Limited calibration exercises; Process: Insufficient
Facilities Receive stricter; others miss infrequent field standardization; inspector calibration and
Different Inspection | yiplations. inconsistent interpretation of standardization system.
Results? requirements.

D | WhyAre Complaint | Staff are overloaded; Complaints arrive through multiple Process: Lack of a

standardized complaint
prioritization and triage
system.




Upcoming AFDO Training

Root Cause Analysis for
Retail Food Safety

Four 4.5-hour virtual sessions

September 28, 2026
— October 2026







