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We want to hear from you! Please 
type your questions in the chat box.
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About TraceGains
Together we do more

Food and Beverage Dietary Supplements Retail Consumer Packaged Goods
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Discover the Power of Networked
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On average, companies find that 
80% of their suppliers are already 
on TraceGains Network. 
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What Makes 
TraceGains Different?
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This session and discussions arising 
from this content are not meant as 

legal advice. 

Disclaimer
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What We’ll Cover Today

Learning Objectives
• Definitions (RCA, CAPA, etc.)
• When to do a Root Cause Analysis
• Root Cause Analysis in Steps

• Identify various types of data and tools
• Example Scenarios
• How TraceGains can help

The real issue with recurring problems is courage to confront reality. 
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Important Definitions
• RCA = Root Cause Analysis

• Tool to identify and eliminate the cause or potential cause of a non-conformity

• CAPA = Corrective Action, Preventive Action
• Correction – action to eliminate a detected non-conformity
• Corrective Action – action to eliminate the cause of a detected non-conformity 

or non-conforming product
• Preventive Action – action to eliminate the fundamental underlying cause (root 

cause) of a detected non-conformity and prevent recurrence

• CARs = Corrective Action Request/Report
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When to do a Root Cause Analysis
Reasons to do an RCA

• Audit findings or non-conformances
• Customer complaints
• Product withdrawal or recall
• Process control reports
• Adverse trends from data analysis
• Increased risks from risk analysis
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Root 
Cause 
Analysis 
Steps

Immediate Corrective Action

Assemble a cross functional team

Define the problem and collect data

Investigate the root cause

Create a proposed action plan and define time scales

Implement proposed action plan

Verification and monitoring of effectiveness
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Examples of Data to Collect

• Supplier documents 

• Customer information 

• Complaint data

• Maintenance records

• Quality data (audits, records, etc.)

• Interview personnel

• Observe

• Inspect

• Perform the process

• Additional testing
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Tools for Root Cause Analysis
Best Practices

• Prepare

• Set the Stage

• Brainstorm

• Ask all the questions
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Root 
Cause 
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Story Time – Real Life Examples
Non-Conformity Corrective Action Poor RCA Good RCA

Proposed 
Preventive Action

DC Monument 
Deteriorating

Close the monument 
so no one gets hurt by 
falling concrete. 

It is the jet fuel and 
cleaning chemicals 
causing the 
deterioration. 

Cleaning chemicals for 
bird poop. Birds eating 
spiders. Spiders eating 
midges. Midges like the 
lights. 

Turning off the lights an 
hour earlier (instead of 
moving the airport). 

Supplier audit for 
high-risk supplier not 
completed.

Audit completed. Not able to travel 
because of COVID19 
restrictions. 

Unable to travel because 
of COVID restrictions and 
the alternative (temp) 
supplier approval was not 
documented. 

Ensure procedures for 
alternates during crisis 
as well as minimum 
records  and sign-off 
are documented. 

Salmonella 
Enteritidis on 
Peaches

Recall. Peaches were 
contaminated during 
handling/packing. 

Whole genome 
sequencing of Salmonella 
spp.  from samples along 
peach field adjacent to 
poultry broiler and dairy 
farm. 

Scientific and risk-
based approach. 
Microbiological 
survey pre-harvest. 
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Key Take-Aways

• Follow ALL the Steps

• Most importantly – multi-functional team, and not stopping at the first why

• Document everything

• Respond in a timely manner

• Follow-up and monitor

If you are unable to understand the cause of a problem it is impossible to solve it.

-Naoto Kan
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Kevin Dineen
Account Executive
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TraceGains Product Suite

Build/Manage ProductValidate ProductExplore Concept

R&D / NPD TEAMS QUALITY and REGULATORY COMPLIANCE TEAMS

CONCEPT CONSUMPTION

Marketplace

Formula Management

Audit Management

Supplier Management

Spec Management– Raw Materials / Spec Management – Finished Goods

Networked Intelligence

Quality Management

Supplier Compliance

Customer Management

TRACEGAINS C TO C SUITE
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Standard CAR Workflow

CAR Creation

CAR Sent to Supplier

Supplier Initial 
Response

CAR Internal 
Approval Process

Supplier Response 
Approval

Supplier Follow-Up 
Response (if needed)
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CAR Creation

• CARs can be created manually 
in TraceGains simply by 
selecting the appropriate Item 
and Supplier IDs the corrective 
action is for

• CARs can be created 
automatically in TraceGains 

• COA Zoning
• Identifies whether data points are 

in/out of spec and send CARs 
accordingly

• TraceGains Workflow can create 
CARs based on attribute business 
rules and/or audit non-
conformance values.
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CARs in 
TraceGains

CAR Kickoff 
& Type (1/3)
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CARs in 
TraceGains

Supplier 
Response
(2/3)
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CARs in 
TraceGains

Review / Approval 
(3/3)
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CAR Dashboard
• Provides a place to monitor all CARs in the system. Multiple dashboards can be created, columns 

can be added/removed, sorted, and filtered as needed.



Live Q&A
Type your questions 
into the chat box!

Copyright © 2021 TraceGains, Inc. | All Rights Reserved

Take our survey and be 
entered to win a $10 gift 

card to your favorite coffee 
shop!

Win a Cup of 
Coffee...
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Thank You

Together we do more
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