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Methodological Question: As is the case with other scales in Dementia clinical trials, does utilizing a 
data quality program improve NPI-C ratings? 
 
Introduction:   
The Neuropsychiatric Inventory-Clinician rating scale (NPI-C) is not a widely-used scale in dementia 
clinical trials when compared to other neuropsychiatric assessments, such as Neuropsychiatric Inventory 
(NPI).  Scales not as frequently used often pose potential concerns for Sponsors in relation to the quality 
of the rater as well as with the quality of the data. The aim of this analysis was to examine the impact of 
a data quality program and understand the types of administration errors made on the NPI-C. We 
reviewed data from a large multi-national trial of agitation in dementia where an electronic NPI-C (eNPI-
C) scale was utilized. 
 
Methods: 
100% of the eNPI-C data was evaluated from a multi-national clinical trial of subjects with agitation in 
dementia. Per protocol, only 5 of the 12 modules from the NPI-C scale (Agitation, Aggression, Dysphoria, 
Delusions and Hallucinations) were assessed in this study. The eNPI-C was enhanced with automated 
scoring, standardized instructions and scoring conventions taken directly from the scale manual and 
study-specific training. These enhancements helped promote standardization of scale administration 
and scoring. 
All NPI-C raters were trained and certified on the proper administration and scoring of the scale. In 
addition, an in-study data quality program was employed where the administration of the scale was 
audio recorded and this, in conjunction with the data obtained, was reviewed for administration and 
scoring errors. A qualified, calibrated, local-language-speaking clinician reviewed all the data. Raters 
who committed administration and/or scoring-related errors were remediated. 
 
Results:  
There were a total of 888 visits reviewed (359 Screening, 282 Baseline and 247 End of Study). The results 
support the utility of the audio review of the NPI-C assessment in uncovering data errors and suboptimal 
research interview skills. Data showed there were more scoring and administration issues at the 
beginning of the program (18% of all Screening visits and 10% of End of Study visits were flagged for 
scoring and/or administration issues) and the number of these issues decreased over time (42% 
decrease from Screening to End of Study). The data also showed a significant reduction (p<0.001) in 
rater error rate over time (average error rate in the first half of rater’s participation was 19.59%, and in 
the second half it fell to 10.79%). The clinician review of the data resulted in a large number of data 
queries based on discrepant scoring. This enabled for clinical remediation, correction of the data and 
improved rater performance. 
 
Conclusion: 
Prior research has shown that combining an in-study data quality program – particularly one that 
includes audio review – with enhanced eCOA versions of scales like the MMSE, ADAS-Cog and CDR 



significantly improves overall data quality. This analysis confirms that the same impact is seen with the 
NPI-C. 
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