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* Description of Vial Auto inspection machine  

* Camera Station 

* Vision establishment process 

* False reject case 

* Challenges & Overcoming
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Description of Vial Auto inspection machine 
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HVLD, HSA RejectEject 

(Particle in solution)

Eject 

(Cosmetic)

Good
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Camera Station 
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Vision Establishment process (Particle) 
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Vision Establishment process (ex. Vial) 
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False Reject case (False reject example) (Qualification)
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Defect Detection Rate: 98.8%

False reject rate: ~13.5%

* Knapp Test (Performance Qualification) (6R Vial, Fill Level 5mL) 

Defect Detection Rate: 97.3%

False reject rate after tune: 19.8~26.1% 

* Knapp Test (Performance Qualification) (2R Vial, Fill Level 0.5mL)  

False reject rate before tune: 43.9~51.1% 

False reject rate: 11.6%, 19.1%, 12.6%
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False Reject case (False reject example) (Qualification)



9
2024 PDA Aseptic Processing of Biopharmaceuticals Conference

COPYRIGHT © PDA 2024

False Reject case (False reject example) (Qualification)
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False Reject Case (Real production)  
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1st ~ 3rd commercial batch 

2R Vial Fill level 0.5mL: 40.3~43.9%
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False Reject Case (Real production) 
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1st ~ 3rd commercial batch 

6R Vial Fill level 5mL: 65.5~70.8%
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Challenge & Overcoming 
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1. Challenge 

* Un-expected High False reject from real production 

  (Material discrepancy & Product Specification) 

* Test Time: As much as possible (min 30 times) 

* Get exact data from knapp test with blind condition. 

* Collect batch data & image DATA!! 

   False reject cannot be overcome until accumulating around 30 batches data.  

* Defect detection rate > False reject rate 

* Collecting exact defect detection rate from manual & Auto

2. Overcoming 

* Impact assessment  
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Thank You!
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