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Flow Chart for investigation of Out of Trend Results 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

      

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  Out of Trend Analysis 

Initial Laboratory Investigation 

By Section-in-Charge 

Assignable Cause/Error No Assignable Cause/No Error 

Retest by same Analyst in Duplicate 

Within Trend Outside Trend 

  OOT Invalidated  OOT Validated 

CAPA to prevent 

Re-occurrence 

Retest by two senior Analyst in 

Duplicate 

With Trend Outside Trend 

OOT 

Invalidated 

OOT validated Results 

reported and repeat results are 

identified as confirmatory 

results. 

CAPA to prevent 

re occurrence and OOT confirmed. 

Complete and 

closing of OOT 

Form by Q.A Head 

Out of Trend Analyst detect 

OOT Result 


