
Linking the PSP and CGI in Subjects with Predominant Negative Symptoms – an Exploratory 

Analysis 

Kott, Alan and Daniel, David G. 

Signant Health  

The Methodological Question Being Addressed: 

Determination of PSP minimal clinically important difference in subjects randomized into negative 

symptom schizophrenia clinical trials 

Introduction:  

The Personal and Social Performance (PSP) scale is often used as a functional outcome in 

schizophrenia clinical trials. The minimum clinically important difference for the PSP was previously 

established by various distributional and anchor based methods to correspond to approximately 7 

points change in stable schizophrenia subjects (Nasrallah, 2008), or 11 points in acute schizophrenic 

subjects (Lee, 2016). In this retrospective exploratory analysis we propose a novel method of   

determination of PSP MCID using anchor based equipercentile linking in data collected from subjects 

randomized into negative symptom schizophrenia clinical trials. 

Methods:  

Data collected from 2,178 subjects randomized in double blind placebo controlled schizophrenia 

trials with available PSP and CGI-S change from baseline and CGI-I scores were analyzed using 

equipercentile linking. We obtained 2 estimates of PSP MCID 1) PSP change corresponding to a CGI-I 

score of 3 (minimally improved) and 2) PSP change corresponding to a CGI-S score improvement of 1 

point.  

Results:  

The total dataset consisted of 10,847 visits. The PSP MCID based on a CGI-I score of a 3 was 

determined to be approximately 10 points improvement, while the PSP MCID based on a CGI-S score 

improvement of 1 point was estimated to approximately 15 PSP points.  

Discussion:  

Negative symptoms in schizophrenia represent a significant unmet medical and societal need. 

Defining clinically meaningful change in functional outcomes, such as the PSP, in the context of 

negative symptom trials is critical for evaluation of treatment effects in available and newly tested 

medications. . Our analyses expand previously conducted research by employing a method of 

estimating the MCID appropriate for subjects suffering from predominant negative symptoms.   
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