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• Stuart Scott – Dept. Operations Manager 

– Unsatisfactory Performance/Root Cause Analysis 

– Misc 

• Debbie Travis – Clinical Scientist 

– Nomenclature 

• Annie Tapley – Medical Technical Officer  

– Sample handling 

 

 

 

Focus Sessions 
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Unsatisfactory Performance and the Root 
Cause Analysis Process 
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Unsatisfactory Performance: what now? 

• ALL  laboratories will occasionally have 
unsatisfactory performance 

• Investigation 

– Recorded 

– Reviewed 

• What should a root cause investigation entail? 

• Depth of investigation? 

 

 Selection Use and Interpretation of Proficiency Testing Schemes. Second Edition, 2011 Eurachem. Available from: 
http://www.eurachem.org/index.php/publications 
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Classification of unsatisfactory EQA performance 

 

• Technical problem 

• Clerical error 

• Problems related to the EQA scheme 
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Sources of technical error 
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The 5 Whys 

• The vehicle will not start. (the problem) 

– Why? - The battery is dead. (first why) 

– Why? - The alternator is not functioning. (second why) 

– Why? - The alternator belt has broken. (third why) 

– Why? - The alternator belt was well beyond its useful 
service life and not replaced. (fourth why) 

– Why? - The vehicle was not maintained according to 
the recommended service schedule. (fifth why, a root 
cause) 
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Out-of-consensus EQA result 

• Why? Wrong result transcribed 

• Why? Result not checked 

• Why? Checking process in place but not 
followed.  

• Why? No training/competency process in 
place 

• Why? Department training programme does 
not include EQA 

 
8 



Root cause analysis process 

Analyse the 
problem 

based on the 
raw data 

Make a plan 
for corrective 

actions 

Execute and 
record 

corrective 
actions 

Check 
whether 

corrective 
actions were 

effective 

Overall performance 
of the round  

Results over time 

IQC 
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Assessment of EQA programme 

 

• Parameter range 

• Methodological splits 
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How can UKNEQAS LI help? 

• Repeat samples 

• Advice re: sample extraction/processing  

• Advice re: root cause analysis process 

• Technical advice 

• Access to international experts 

– Specialist Advisory Group 

– Other participants 
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Live Polling! 
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How would you describe UKNEQAS LI trial 
distribution frequency? 

A.Not enough 

B. Too many 

C. Just right! 
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What best describes your laboratory's current status with regard 
to Next Generation Sequencing (NGS) in Haemato-oncology?  

A. Clinical service implemented 

B. Clinical service under 
development 

C. Academic research activity 

D. No plans to introduce a 
service 

Clin
ica

l s
erv

ice
 im

ple
m

ente
d

Clin
ica

l s
erv

ice
 u

nder d
e...

Aca
dem

ic 
re

se
arc

h a
ct

ivi
ty

No p
la

ns t
o in

tro
duce

 a s.
..

18%
24%

0%

59%

21 



Changes to programmes 

• Revamped data entry, analysis and reporting process 

• Accreditation 

– KIT p.Asp816Val (D816V) Mutation Status for Mast 
cell disease 

– BRAF p.Val600Glu (V600E) Mutation Status for 
Hairy Cell Leukaemia 

• Z-scores 

– BCR-ABL1 Quantification  

– Chimerism z-score 
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TP53 

• ERIC has launched the European TP53 
Network.  

• The aim of the Network is to improve the 
performance of TP53 mutational analysis in 
diagnostic labs. 

• Contact: David.Gonzalez-de-Castro@icr.ac.uk 
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SAMPLES! 
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