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METHODOLOGICAL QUESTION:
Is the MADRS reliable when administered via telephone to Mandarin-speaking patients with Major Depression Disorder in China?

INTRODUCTION

e A pilot study was conducted at three hospitals in China to study the use of telephone administration of the Structured Interview Guide for the Montgomery-Asberg Depression
Rating Scale (SIGMA).

e The Montgomery-Asberg Depression Rating Scale (MADRS) is a 10-item clinician-administered scale designed to be used in subjects with MDD to measure the overall
severity of depressive symptoms.

e The MADRS scale was selected as the primary efficacy measure for this study because it is validated, reliable? and acceptable to regulatory health authorities as a primary scale
to determine efficacy in major depression.

e The primary objective for this study is to collect preliminary reliability and validity data for the MADRS as administered by telephone in a sample of Mandarin-speaking patients
diagnosed with MDD.
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e Total scores were analyzed using linear mixed-effects regression, — — scores were highly correlated, independent raters tended to rate
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e The IR raters tended to rate subjects higher than the site-based raters for the same visit. (Figure 3) mean dlffe.rence's ovgrall. This may be due to a willingness on t.he
part of patients in this study to more openly discuss and describe

e Visit had little impact on the difference in ratings as the mean MADRS scores for SBRs were consistently lower than IRs across visit. (Figure 1) 4 0ca phenomena than has been previously reported

e Subjects with low symptom severity (average MADRS Total less 16, or CGI category is 2-3) were more likely to have a higher rating by the IR
than the SBR. (Figure 2)

e The output of the linear mixed model shown the main effect of rater type was not statistically significant (p=0.40) at Screening in our analysis,
neither was the interaction effect (p=0.25 for week 1 SBR and p=0.277 for week 2 SBR)

e Item-level differences within the data were generally low (+/- <0.5 points/item), further reflecting the strong levels of reliability overall. (Table1) MedAvante_ prophase
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