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Objectives 

 Identify sources of “bad” quality in the lab 
 

 Measure the recurring cost of “bad” 
quality 
 

 Link the different types of quality costs to 
value-added laboratory initiatives 
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Refresher: Types of Quality Costs 



Recurring Cost of “Bad” Quality 
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Failure Costs – Internal 
(Before Delivery of Results) 

 Sample problems in 
the preexamination 
phase 
 

 Insufficient or expired 
reagents or supplies 
 

 Rework, repair, 
retesting, reinspection 

 Wasted blood and 
blood components 
 

 Downtime 
◦ Computer 
◦ General unavailability  

of services 
 

 Any NCE caught and 
corrected before 
customer receipt 



Failure Costs - External  
(After Customer Receipt) 

 Lost reports 
 Lost samples  

after testing 
 Reporting errors 
 Customer 

complaints 
 Other NCEs,  

post receipt 

Misdiagnoses 
 

 Lawsuits 
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Identifying Sources of “Bad”  
Lab Quality 
 Nonconforming events 

sorted by 
◦ Process where occurred 
◦ Process where detected 

 Customer complaints 
sorted by process 
involved 

 Accreditation 
deficiencies sorted by 
workflow process and 
management process 
 

 Internal audit finding 
sorted by process 
involved 

 Process measured by a 
quality indicator 
outside acceptable 
threshold 

 Examination method 
QC and PT outliers  
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“Bad” Quality in Your Lab? 
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Key Word is 

 All work is a  
 

 ISO 9001 and CLSI 
QSE are management 
and workflow 

-based QMS 
 

 Lean:  
Reduce waste from 
the selected  
 

 Six Sigma:  
Reduce 
variation 

 Engaging with 
physicians:  
Test ordering and 
results interpretation 

 
 Change leadership: 

and cost 
thinking 
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Process 
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CLSI guideline GP02-A6, 2013 
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This is a 
Process 
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CLSI guideline GP02-A6, 2013 

This is a 
Procedure 
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Measuring the Recurring Cost of 
“Bad” Quality 
 Pick a process that 

has been involved in 
recurring NCEs, 
audit findings, 
complaints 
 

 Develop a quality 
indicator to measure 
frequency of 
occurrence per 
specified time period 

 Calculate the cost of 
“fixing” one instance 
 

 Multiply that cost by 
the number of 
occurrences 
 

 Sunk real labor and 
materials costs  
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Understanding Failure Cost Elements 

Laboratory budgets do not have a  
“Failure Costs” category— 

the expense is added to the current  
operational performance. 

Common Activities 
 

Done Correctly, 
the First Time 

Additional Work  
Due to Process Failure 

Possible Additional 
Work for the Failure 

Discovery of failure 
(NCE) X 
Immediate action X 

Preexamination X Depends on failure 
Examination X Depends on failure 
Postexamination X Depends on failure 

Investigation X 
Root cause analysis X 
Corrective action X 
Report completion X X 
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Use Existing Quality Indicators 
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Calculate 
failure cost 
for highest 
frequency 

quality 
indicators  

 

Provides a 
snapshot of 
portion of 

recurring “bad 
quality”  

– ie, failure - 
costs 

 



VALUE: Quality vs Cost 
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Laboratories 
can have  

high quality  
at lowest 

reasonable 
cost. 

 

Low quality 
has low value  

and  
high failure 

cost. 
 



Labs that deliver value to physicians… 

19 

Reduce or 
eliminate 

the cost of 
“bad” 
quality 

wherever  
it exists. 

 

Deliver 
higher 

quality as 
well as 

lower cost. 
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Link Quality Costs to Value Added 
Laboratory Initiatives 
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Apply LEAN to 
design the most 

efficient and 
effective process 

Adopt a process 
management 
perspective 

ASAP 

Do a risk 
assessment of 
the process 
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Adopt a process 
management 
perspective  

Monitor quality 
indicators across 
the lab path of 

workflow 

Calculate failure 
costs for key 

quality indicators 

Calculate failure 
costs for QC 

and PT failures 

Report failure 
costs within the 

laboratory 

Calculate cost of 
rectifying 

accreditation 
deficiencies  
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Identify top 20% 
of processes 

that have failures 

Flow chart 
current process Identify waste 

Identify risk Design a Lean 
process 

Continue to 
track failure 

costs 



Confab-10 Programs, COQ, and VALUE  
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PREVENTION 
Programs  

about engaging 
physicians and 

change leadership 
 

APPRAISAL 
Programs 

 about Six Sigma 
and QMS 

 

FAILURE 
Programs  

about Lean 
 



A Fact About the Recurring  
Cost of “Bad” Quality 
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