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Statement of the Problem: Chinese schizophrenia cases meets a 132% increase from 1990 to 2010 (3.09 vs. 7.16 million). During 
treatment, therapeutic drug monitoring (TDM) is highly required to compensate individual variation and realize rational medication. 
Although the AGNP Consensus Guidelines present excellent directions on “therapeutic reference range” for all the frequently used 
drugs, before introducing it for Chinese patients, significant ethno-cultural variation between Chinese and Caucasians should be 
carefully considered. Unfortunately, one could find few related data at present time. To fill the gap, the purpose of this study is to 
establish a highly applicable UPLC-MS/MS method for simultaneous TDM of five anti-schizophrenic drugs and briefly discuss the 
applicability of AGNP Guidelines for Chinese patients. 

Methodology & Theoretical Orientation: An UPLC-MS/MS method for routine therapeutic drug monitoring of aripiprazole, 
amisulpride, olanzapine, paliperidone and ziprasidone was developed and carefully evaluated. The TDM data from 253 clinical 
samples was collected and analyzed to investigate applicability of the AGNP therapeutic reference range for Chinese patients. 

Findings: Good consistency for olanzapine, aripiprazole, paliperidone and ziprasidone was observed. While for amisulpride, the 
plasma concentration level (445.2±231.5 ng/mL) was higher than the recommended range (100-320 ng/mL). 

Conclusion & Significance: The developed UPLC-MS/MS method is highly suitable for routine TDM usage. And there is necessity 
of reconstructing a Chinese-specific therapeutic reference range for amisulpride treatment, which would be quite helpful to improve 
the medication efficiency and safety for Chinese patients.
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