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Flow Chart for investigation of out of Specification Results 
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Assignable Cause/Error No Assignable Cause/No Error 

Retest in duplicate by the   

same/original analyst. 

Pass Fail 

OOS invalidated 

and sample 

Released 

OOS validated 

and performed 

Phase-II 

Retest by two senior analysts in duplicate 

(use of control sample if available) 

OOS invalidated 

and sample 

Released 

OOS validated 

and sample 

Rejected 

CAPA to prevent 

Re-Occurrence and OOS confirmed. 

Complete and Closing of OOS 

form by Quality Assurance Head 

       Phase-II 

Out of Specification 

                 Phase-I 

Initial Laboratory Investigation 

Fail Pass 

CAPA to prevent 

Re-occurrence 

 

Analyst detect OOS Result 


