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Methodological Issue Being Addressed The relative lack of pediatric-specific scales for
psychopharmacology trials poses significant challenges for ensuring valid and reliable assessment
of intervention efficacy. The adult Positive and Negative Syndrome Scale (PANSS) is the most-used
primary efficacy measure in pediatric schizophrenia trials; however, the original 30-item scale has
significant limitations. It is a long and complex measure, requiring highly trained raters to reliably
integrate information from caregivers, youth, and their own observations. To address these
concerns, our group has developed a 10-item optimized PANSS (the PANSS10) that retains the
content coverage of the original measure, achieves excellent reliability and validity in a pediatric
population, and realizes a significant reduction in administration length. Here we assess whether
scores on the PANSS10 are well-calibrated compared to scores on the 30-item PANSS and examine
consistency between the original and optimized version at clinical trial entry criteria scores.

Introduction We report the calibration of the PANSS10 versus the 30-item PANSS in data from
three clinical trials and also show that PANSS10 scores separate active treatment from placebo.

Methods Secondary analyses included data from three registered, masked, multi-arm, multi-site,
pediatric schizophrenia trials[1-3]; one had a placebo arm[2]. In each study, patients were
administered the 30-item PANSS weekly. Bland-Altman analyses examined the calibration of the
extracted PANSS10 items' scores versus the 30-item PANSS at baseline, probing the difference
between two as a function of their average. This approach can reveal whether the PANSS10 differs
on average from the 30-item PANSS as well as evidence of score-dependent bias. We also
examined expected differences between PANSS10 and 30-item PANSS scores at study inclusion
criteria (equivalent to 30-item PANSS total scores of 60 and 120). We used item averages instead of
sum scores to enable comparisons across forms of different lengths. Finally, in the trial with a
placebo arm, we replicated ANCOVA analyses showing treatment separation therefrom.

Results Bland-Altman results across all samples showed a consistent pattern of calibration for the
PANSS10. On average, scores on the PANSS10 were higher by .0006 average points (max=0.095,
min=-0.14), equivalent to .0018 points on (max=2.9, min=-4.2) the 30-item PANSS, indicating very
small overall bias. In terms of score-dependent bias, there were small but statistically significant
effects suggesting that the PANSS10 is more sensitive than the 30-item PANSS. At study inclusion
thresholds, the average PANSS10 difference from the 30-item PANSS was 0.18 at the 60-point
threshold (max=2.79, min=-1.3) and 6.6 points at the 120-point threshold (max=10.1, min=3.4).
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Replicating analyses for the trial comparing 3 doses of Paliperidone ER to placebo, we found a
significant change from baseline in the Medium Dose group for the PANSS10 (B=-0.2661, p=.02) -
cf. the 30-item PANSS (B=-0.2577, p=.01).

Conclusion The results of this post-hoc analysis suggest that the optimized pediatric PANSS10 is
well-calibrated compared to the original PANSS at study inclusion thresholds and just as sensitive in
detecting treatment efficacy. This supports the use of the optimized form as an inclusion criterion
assessment and efficacy measure in clinical trials.
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