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The Methodological Question Being Addressed
Does the presence of within PANSS logical errors affect the internal consistency of PANSS Negative Factor subscale?

INTRODUCTION

m We have recently developed a battery within PANSS
logical errors extending the originally published battery
(Rabinowitz, 2017) focusing predominantly on positive
symptoms with logical inconsistencies between PANSS
negative symptoms (Kott, 2017).

RESULTS

m The dataset consisted of 2,123 baseline visits.
m At least 1 within PANSS error was recorded in 717 (33.8%) visits.

m Of the visits affected by within PANSS errors, the majority, 499 (69.6%) were affected by a single error, and 152 (21.2%) by 2
within PANSS errors.

m The presence of these “negative symptom” errors in
a database of over 73,000 visits varied between 14.8
affected visits in acute schizophrenia trials to 22.1% in
studies in negative symptoms.

m The largest number of errors recorded per visit was 6 identified in a single subject.

m The unstandardized Cronbach’s alpha of the PANSS Negative Factor ranged from 0.69 to 0.78 in the groups with no within
PANSS errors and 0.52 to 0.78 in the groups with at least 1 within PANSS error present.

mIn the current post-hoc analysis of 4 multicentric
schizophrenia clinical trials we assessed the impact of the
presence of these PANSS “negative symptom” errors on
the internal consistency of the PANSS Negative Factor
(Marder, 1997)

m 3 out 4 of the estimated coefficients were statistically significantly higher in the group with no within PANSS errors compared
to the groups with at least 1 within PANSS error present. In one protocol there were no differences between the estimates.
(Figure 1)

Figure 1. Impact of Presence of Within PANSS Errors on Cronbach’s Alpha
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DISCUSSION

m Our data indicate that the presence of within PANSS
errors can in most instances significantly decrease the
internal consistency of the PANSS negative factor.

m The presence of within PANSS errors may reflect simple
clerical errors, lack of understanding of the PANSS scale
or in the worst case scenario possible data manipulation
to assure subject’s eligibility into the trial.

m Real time data quality monitoring solutions consisting
of intelligent eCOA providing immediate alerts and
notifications, audio and video recordings of interviews
and predictive analytics should be implemented in
clinical trials to identify and minimize the presence of
these errors in the dataset.

mWe plan to further assess whether the presence of
within PANSS errors influences the placebo response or
drug/placebo separation in trials focusing on negative
symptomes.
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