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Labs are Businesses

Goal is COPQ < 15% of 
sales
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Cost of Good Quality



Cost of Poor Quality

 Failure to meet a customer requirement; customer complaints
 Incorrect decisions made; harm to client’s project; harm to public
 Data problems
 Systematic errors
 Loss of accreditation
 Loss of reputation
 Data recalls
 Revised test reports
 Loss of client
 Instrument downtime
 Investigation & Corrective actions
 Management time

 Testing Costs
 Rework
 Waste
 Reinspection Costs



Do you know how much Cost of Poor Quality is 

impacting you?

Do you know your biggest problem areas?

Why Track Cost of Poor Quality?



• Lack of Knowledge

• Inadequate Tracking Systems

• Lack of Management Support

Reasons for Not Tracking COPQ*

* Sower et al. Cost of Quality Usage and its Relationship to Quality System Maturity 



• One part of a Quality Management System

• Risk based

• Can be seen as a “check the box” activity

• Utilize for:
• Data Inquiries / Recheck Requests 
• Quality Incidents (data recalls)
• Client Complaints
• Proficiency Testing (PT) Investigations 
• Audit Deficiencies (Internal & External) 
• Deviations from Quality System, SOP, Methods, 

QAPPs, etc.

CAPA



1. Identification & Containment

2. Evaluation

3. Investigation

4. Cause Analysis

5. Action Plan

6. Implementation

7. Follow Up & Effectiveness 
Review

CAPA Steps
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How to Determine Root Cause
• Assign the task to a 

person/team knowledgeable of 
the systems and processes 
involved

• A facilitator can assist with the 
process

• Define the problem

• Collect and analyze facts and 
data

• Utilize Root Cause Analysis 
tools and methods



CAPA

Workflow should capture COPQ data



Who Participates in CAPA?

Everyone
The responsibility for CAPA does not lie with just the 

Quality Manager or Department Lead/Supervisor

CAPA is a participatory process



CAPA COPQ Data

• Client information, if 
applicable

• Work area (metals, wet 
chem, sample receiving, 
etc.).

• Test method, as applicable
• Type of error

• Sample switch
• Process error
• Equipment
• Knowledge gap
• Etc.

• # Revised reports
• # samples reanalyzed
• Time spent on investigation

• QA
• Operations
• Client Services

• Cost of analysis, as 
applicable

• Original invoice, as 
applicable



• Is one client questioning data more than other clients?

• Is there a specific area of concern?

• Even client inquiries where concern is not valid costs time 

and money.

Utilize the Data



Utilize the Data

• Does one area lead in 
nonconformances?

• Does one method or type of 
method lead in 
nonconformances?

• Is a type of error more 
prevalent?



Utilize the Data



• Risk based

• Timely investigation

• Appropriate use of cause analysis tools

• Capture the data

• Evaluate the data holistically for trends

CAPA Needs for COPQ Evaluation



Present COPQ Data



Summary
• CAPA is a problem solving activity focused on 

the system.
• CAPA needs to be done effectively and timely.
• Utlilize CAPA data in conjunction with other financial 

information to understand cost of poor quality.
• When CoPQ rises out of control, or is allowed 

to reach too high a level, failure to address this 
issue is a sign of ineffective risk management.



• American Society for Quality 

• Crosby, Philips. Quality is Still Free. McGraw-Hill. 
1995

• Sower, Victor et al. Cost of Quality Usage and its 
Relationship to Quality System Maturity. International 
Journal of Quality and Reliability Management. 
February 2007.

References



• Scott Siders, TNI Board of Directors

• Kirstin Daigle and , Pace Analytical Services, LLC

Acknowledgments



T H A N K  Y O U – Q & A

Pace will deliver unmatched value and customer 

service. We will develop our talents and innovative 

culture to become the clear choice for our 

customers, employees and business partners.


