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A new anti-Parkinson drug: safinamide

YANG Jun-yi
(Pharmaceutical Department, Yishui Central Hospital of Linyi City, Yishut SHANDONG 276400, China)
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[ ABSTRACT] Safinamide is an oral a - aminoamide derivative developed for the treatment of Parkinson
disease ( PD). The drug has both dopaminergic properties ( highly selective and reversible inhibition of
monoamine oxidase - B) and non - dopaminergic properties ( selective blockade of sodium channel and calcium
channel, with consequent inhibition of excessive glutamate release). Safinamide can be used with other PD drugs
in mid - to late -stage fluctuating PD patients and in early -stage PD. This article summarized the pharmacodynamics,

pharmacokinetics, and therapeutic trials of this drug.
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Methods of estimating rate difference and associated confidence interval in
clinical trials

HAN Jing- jing, ZENG Xin, WANG Jun
(Center for Drug Evaluation, China Food and Drug Administration, BEIJING 100038, China)

[KEY WORDS] clinical trial; statistics; confidence interval

[ ABSTRACT] AIM To explore methods of estimating rate difference ( RD) and associated confidence
interval (Cl) for binary data in clinical trials. METHODS The methods to estimate RD and its CI in three
scenarios were introduced, with no covariate, one covariate, and more than one covariate in the statistical
model, respectively. An example was provided for further illustration. RESULTS ~When there was no covariate,
the estimated response rates of the two groups were used to calculate RD and its CI. When there was only one

covariate, CMH, inverse of variance or minimum risk weighting methods was applied. The delta or bootstrap
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