Clin Eval 310 3012004

goboggoood

Joboboguboood
Jbooogtdgbobiodd——
oot ogdd

ooooo™M™moooogo &
mobooobooboboon
20000000

Supplemental approval of drug indication without carrying out
further clinical trial and the expanding role of the so-called
2 section chiefs’ notification” [ the case of sodium valproate

Takeo Saio*J [0 Masanao Kurihara?”
10 Fuji-Toranomon Health Promotion Center
20 Medical Office, Ministry of Finance

Abstract

Background[ In Japan there is often a lack of certain indications of internationally known drugs. To fill this
gap, the Ministry of Health, Labor and Welfarel MHLW(bf Japan announced it would approve a new supplement
of drug indication without clinical trials under certain conditions.

Objective]To show the new government notification for drug approval and to propose some approaches to its
application.

Methods0 Summarizing the notification, its applied examples, and reviewing three cases of approval with
application of the notification.

Results] Approval with notification of three cases are shown[] 100 sodium valproate, for manic state(] 200
carvedilol, for chronic congestive heart failured 30 aspirin, for secondary prevention of vascular diseases.
Conclusiond Government notification should be applied using the clear algorithmic approach, supported with
the best available evidence.
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Table 1 The so-called" 2 section chiefs’ notification”
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Table 3 Chronicle of the supplemental approval of valproate for manic state
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Fig. 1 Model of a set of controlled trials to prove efficacy and one-arm trial for safety
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