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❑ Introductions
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❑  Case Study#2 - Deviation Process
❑  Demo
❑  Q&A



About Cambrian Lab
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Expertise
• New Product Development/Introduction, Supplier 

Development, and Quality Management
• Enterprise and Supply Chain Technology (ERP, 

SCM, Manufacturing, CRM, Sourcing, Finance)

Team
Supply Chain, New Product Introduction, and 
Technology Experts from SAP, Samsung, 
Siemens, GM, Ford, Applied Materials

Locations
SF Bay Area, Detroit, Boston, 
Houston

Industries
Automotive, High-tech, 
Semiconductor Equipment, Medical 
Devices, Consumer Products
(From Fortune 100 to Start-ups)



Our Mission
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Quality is everyone’s responsibility
- W. Edwards Deming

To Make

A Reality in the Organization and the Supply Chain



Panelists Today
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Kris Gorrepati

• 20+ years experience in New 
Product Development and 
Introduction and Supply Chain 
Manufacturing

• SAP, Samsung, Ford, Caterpillar
• Auto, High-tech, Software
• Michigan Tech (Mech Engg.), UCLA

Manish Mathur

• 20+ years experience in PLM, 
Business Analytics, Software 
Engineering

• GM, Ford, Siemens PLM, Cap 
Gemini

• Auto, High-tech, Software
• Michigan Tech (Elec Engg), Walsh 

College



Cost of Poor Quality >>>>> Cost of Achieving Good Quality
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Cost of Poor Quality
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https://www.reuters.com/article/us-ford-motor-warranty-focus/fords-new-ceo-tackles-warranty-costs-in-bid-to-boost-profit-idUSKBN2841BV


Most Common Findings/Root Causes of Poor Quality
FDA Inspection Database (483s) 
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Devices
Food

Drugs



Not Uncommon to feel
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● Designing Quality is Documentation Exercise

● Quality Assurance is Data Collection Exercise

● Quality Issues/Events fall through the cracks and are forgotten

“The only real mistake is 
the one from which we 
learn nothing.” 

- Henry Ford



Why Making “Quality is Everyone’s Responsibility” Remains a 
Challenge 
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To “Do What is Documented” as 
QMS Procedures is Hard

Involving Supply Chain 
(Suppliers/Customers/External 
Partners) is Difficult

No guarantee that 
corrective/preventive actions are 
implemented effectively and in a 
timely manner

Cross-functional teams and 
systems are disconnected



Process and Information Silos Are Obstacles to Making 
“Quality is Everyone’s Responsibility”

Manufacturing 
and Supply 

Chain

Requirements, Quality 
Deployment, Specifications

Change Requests
ComplaintsImprovements

FMEA, Validation, Prototyping, Product and Process Characteristics, 
Process Plan, Control Plans, SOPs, Training, Audits..

Failure Analysis
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Design and 
Engineering

Sales and 
Marketing

Quality 
Management 

and Assurance

Customer 
Service

Corrective & Preventive Actions

Systems Design

Nonconformances

Returns

Adverse Events

Customer 
Reviews

Warranty 
Claim



CRM 
Systems E-commerce Testing 

Systems LIMS Inspection 
Systems

ERP 
Systems

Supply Chain 
Systems

Quality Events can get Lost in Disparate and Disconnected systems
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The Answer - Cross-functional Workflow Approach to making 
“Quality is Everyone’s Responsibility” a Reality
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Proactively Involve Right 
People at the Right Time

Include Supply Chain
Quality Workflows 

connected to ERP, MES, 
PLM, Supply Chain systems

Quality Workflows that be 
started by anyone and any 

system

Integrate quality tools and 
techniques into workflowsFlexible and Adaptable 



Cross-functional Quality and Continuous Improvement Tools

Quality is Everyone’s Responsibility
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Customer Quality Design Quality Manufacturing Quality Supplier Quality

Supplier 
Corrective 

Action 

Supplier
NonconformanceRisk 

Assessment
Supplier

Quality 
Performance 
Assessment

Supplier 
Product and 

Process Audit

Corrective and 
Preventive 

Action (CAPA) 

Failure 
Reporting & Corrective 

Action System (FRACAS)

Process 
FMEA

Process 
Control 

Plan

Design 
FMEA

FMEA RCA
(5 Whys..)

A3 
Report Kaizen Event

Fault 
Tree

8D Audits SOPs

Customer Complaint

Return Material
Authorization

Field Failure
 Warranty Report

Quality 
Deployment 

Measurement
Systems
Analysis

Poor Customer Review

Nonconformance

Quality 
Issue Deviation

Design Verification 
Plan and Report 

(DVP&R)

Inspections
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Case Study Overview
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Manufacturer needs to act fast to move non-conforming product (so that it does not end up with 
customers) from various distribution nodes (Stores, DCs, and Manufacturing Plants) to support 
immediate actions, fixes and eventual disposition

Product 
Issue Found

Identify Affected 
Serial Numbers

Locate Serial 
Numbers in the 

Distribution Network

Move Product 
to the Quality 

Hold Area

100+ Stores
10+ DCs
3 Mfg Plants

Communicate and 
ensure initial actions are 
performed in the network

Determine Disposition 
action (depending upon 

the location)

Work with the location 
team to complete 
Disposition Action

VerificationDocument



AS-IS Standard Operating Procedure
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Product 
Issue Found

Identify Affected 
Serial Numbers

Locate Serial 
Numbers in the 

Distribution Network

Product is 
moved to 
Hold area

100+ Stores
10+ DCs
5 Mfg Plants

Communicate and 
ensure initial actions are 
performed in the network

Determine Disposition 
action (depending upon 

the location)

Work with the location 
team to complete 
Disposition Action

VerificationDocument

Investigate Manufacturing 
Records and find affected 

serial numbers

Run transaction in SAP to 
find plants, DCs, and stores 
where serial numbers are 

located

Run SAP transaction to 
move Production to Hold

Run bin-to-bin movements 
in WMS

Email relevant people in 
the Store, DC, Plant and 

communicate initial 
actions

Determine appropriate 
disposition actions for 

each location

Via Email communicate 
and ensure disposition 
actions are completed

Collect all completion 
emails and store them as 

verification

All related communication 
stored as documents in 

shared folders



Digital Workflow Based Standard Operating Procedure
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Product Issue Reporting 
and Investigation 

Process

Initiate Quality Hold 
Process

(upload Serial Numbers)

Locate Serial 
Numbers in the 

Distribution Network

Move Product 
to Hold Area

Communicates to 
relevant people about 

initial actions

Work with the location 
team to complete 
Disposition Action

VerificationDocument

Workflow calls SAP to get 
locations where serial 
numbers are location

Workflow calls SAP and 
WMS for material 

movements

Emails relevant people at 
Stores, DCs and Plants 

with appropriate 
information 

Uses workflow to allow 
one-to-one 

communication, 
completion and action 

tracking between 
coordinator and locations 

for disposition actions

Automatically captured in 
the workflow

Tracks Initial Action 
Completion at Stores, 

DC and Plants

Automatically captured in 
the workflow



Initiate Product Hold
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Workflow connects to SAP, gets Locations of Serial Numbers, and 
initiates movement to Quality Hold Area in WMS
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Workflow Identifies and Communicates with Relevant 
Stakeholders at Impacted Locations
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Workflow Allows bidirectional communication and coordination 
of initial actions, fixes and eventual disposition
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Case Study Overview
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High-tech Manufacturer uses Deviation Process to handle non-standard, but acceptable changes. The 
deviation process is highly cross-functional and depending upon the deviation category can involve 
testing, process changes at the plant, internal approvals, and customer communication.

Deviation 
Initiated

Document 
Control Review

Part Qualification / 
AVL Substitution

Production Process / 
Equipment / Calibration 

Changes

Testing

Engineering 
Approval

Notifications
(Internal and 

External)

Customer 
Approval (when 

required)

100s of deviations a month due to supply chain issues 



Initiate Deviation Order
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Workflow Path based on Deviation Category
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Different Workflow Paths for Different Categories of Deviations
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Deviation 
Initiated

Document 
Control Review

Qualify Parts 
(AVL 

Changes)

Direct Ship to 
Customer
(Logistics)

Engineering 
Approval

Labeling 
Changes

Customer 
Approval

Notification(s)
Start

End

….
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Demo
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Translating “SOP” 
into a Digital 

Workflow

Closing the Loop 
using Connected 

Workflows

Designing Quality is more 
than a Documentation 

Exercise

No Quality Event 
left Behind

Supply Chain 
Engagement



Demo
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Demo
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Objective of Proposed Framework 
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To make today’s CAPA process more effective, efficient, and user friendly—while still meeting the 
intent of the regulations. 

the framework acknowledges that all issues are not created equal. As 
a result, an in-depth improvement process is not warranted for every 
issue, and some corrective actions can appropriately be handled 
quickly and compliantly through other quality system processes and 
identified governance controls. The framework outlines interconnected 
workflows that allow organizations to triage issues and 
improvement opportunities based on the risk to users: 



Demo
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Quality 
Issue

External 
CAPA

Fast Track 
CAPA

CAPA Action 
Implementation

SOP Change 
Implementation



Ready to Use Cross-functional Quality Workflows, Tools, and 
Techniques
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Powerful Do-it-yourself Workflow Design and Execution
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Integrated and Effective Techniques as part of Quality Workflows
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FMEA

Fishbone

8D



Cross-functional Team Collaboration
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Easy and Secure Supplier/Customer/External Partner Collaboration
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Quality Workflow Status Visibility and Metrics
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Rich Capabilities for Integrating to ERP, Engineering, Manufacturing 
and Supply Chain Applications

Engineering

Customer 
Service

Supply 
Chain

Purchasing

KaizenKit

Manufacturing
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Summary

❑ Proven success in many industries
❑  Easy to adopt and loved by users
❑  Easy to get started

Free Trial

Free Pilot
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https://www.kaizenkit.io/60-day-free-trial/
https://www.kaizenkit.io/free-pilot/


For More Information

Kris Gorrepati

Cambrian Lab
+1-408-569-3744
Kris.gorrepati@cambrianlab.net 

https://www.kaizenkit.io 

mailto:Kris.gorrepati@cambrianlab.net
https://www.kaizenkit.io

