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Troubleshooting Process 
 

1. Identify the problem using clues 
 

• Observed Problem 
• Event Log entry 
• Calibration failure    
• Quality Control out  
• Unexpected Patient Results 
• System Check failure 

 
2. Investigate using the systems approach 

 
 
 
 
 
 
                    
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Systems Approach 
to Troubleshooting

What is 
COMMON?   

What is 
UNIQUE? 

Is it the: 
 
SAMPLE? 
 
REAGENT? 
 
INSTRUMENT? 

What is 
inexpensive 
and the easiest  
to check? 

How many 
analytes 
and or 
levels? 
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3. Use investigation and resources to devise a plan 
 

• Systems approach 
• Help System 
• Troubleshooting Log  
• Coworkers       
• Hotline 
• Diagnostic tests 

 
 
 
 
 
 
 
 

4. Implement the plan 
 

• Perform identified corrective action  
 
 
 
 
 
 
 
 
 
 
5. Evaluate effectiveness 
 

• Continue investigation 
• Problem resolved   
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Can you rule out 
sample?

Patient Sample

Calibrator Sample

Quality Control 
Sample

Are Multiple samples affected or just one?
What is common to the affected samples?
If only one sample is affected, check the sample integrity 
(interfering substances, correct anticoagulant, microclots, 
evaporation, etc.)
Troubleshoot result flags if present
Correct Diluent used?

Did multiple assays fail or just one?  If multiple assays failed, 
can you eliminate the calibrator sample?
Was the correct calibrator used?
Was the correct calibrator lot # used?
Were the cal levels poured in the correct order?
Was the calibrator stored properly?  Is it expired?
Was the calibrator prepared properly?

Are multiple assays affected or just one? What do the 
affected assays have in common?
Are Multiple levels affected or just one?
Was a new bottle opened?
Is the current bottle expired?
How was the control prepared/stored?
Could evaporation be a problem?
Were the controls poured in the correct order?
Is the control material the correct lot #?
How far out of control are the results?

Can you rule out 
Reagent?

Are Multiple assays affected?  Do the affected assays share 
a common reagent?  (wash buffer/substrate)
Is the reagent expired?
Is the reagent contaminated?
Was the reagent gently inverted prior to loading on the 
instrument?
Was the reagent handled according to the package insert?  
(Not placed on rocker)

Is the system NOT READY or READY?
Did the Event Log register a yellow or red warning.  What 
was the event?
Use Event Log Details and Troubleshooting Help
Was maintenance performed?  Was maintenance performed 
properly and completely?

Devise a Plan

No

Troubleshoot 
Sample

Yes

Troubleshoot 
Reagent

Yes

Troubleshoot 
Hardware

No
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Patient Sample Troubleshooting

Was the sample handled correctly in the 
preanalytical phase?

Approved anticoagulant?
Correct fill volume?
Tube mixed appropriately?
Correct draw order?
Sample prepared within acceptable time limit?
Sample clotted per tube manufacturer and NCCLS 
guidelines?
Centrifuged appropriately?
Stored properly?  (frozen in non-frost-free freezer, stored in 
appropriate cryovials)
Thawed at room temp if appropriate?
Centrifuged after thaw?
Was sample re-centrifuged prior to testing?

Interferences

Human Mouse Antibodies
Heterophile Antibodies
Anticoagulants
Lipemia/hemolysis/icterus
Check package insert
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 Hardware Troubleshooting

Utilize Resources

Run System Check
Utilize appropriate Diagnostics
Contact Technical support

Is there an Event Log 
Warning or Caution?

Examine Event Log
Review Details
Follow any Troubleshooting Help 
instructions
When no troubleshooting Help is available 
inspect device(s) identified in details for out 
of place vessels, obstructions, leaks/bubbles
Inspect intersecting devices for out of place 
vessels and/or obstructionsNo

Yes


