
－759－

Clin Eval 41

Valsartan撤回論文を読む：
その基本的な欠陥について

  齊尾　武郎
フジ虎ノ門健康増進センター

Decipherment of the retracted articles on valsartan trials in Japan:
On the fundamental flaws untold

Takeo Saio
Fuji Toranomon Health Promotion Center

Abstract
Background：A correspondence published in the Lancet 2012 provoked intense scrutiny on a group of 
valsartan trials, particularly the Kyoto Heart Study (KHS) and the Jikei Heart Study (JHS), performed in 
Japan which revealed cases of scientific misconduct.
Objective：To show fundamental flaws in those fallacious clinical trials.
Design：Narrative, non-systematic review of the literature on the valsartan trials conducted in Japan.
Results：Those trials have two fundamental flaws; 1) study designs are scientifically invalid, and 2) the 
results are unnatural and questionable. Among them, the author insists the research design adopted by 
those studies is doubtful because A) A Prospective Randomized Open Blinded Endpoint (PROBE) design 
using allocation of subjects with a minimization method is a contradiction in terms, B) a minimization 
method should not be used in mega-trials such as KHS and JHS.
Conclusion：Though both KHS and JHS were published in internationally prestigious journals, their 
scientific value is dubious given their invalid research design as well as their results.
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1．はじめに：valsartan問題

2．Kyoto Heart Study（KHS）

a．KHSの概要

研究デザイン

目的

対象（適格基準） 組み入れ基準

除外基準

Table 1　Outline of the Kyoto Heart Study
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試験手順

アウトカム評価 主要評価項目

二次評価項目

統計解析

結果

主要評価項目

二次評価項目

b．由井氏の指摘したこと
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Table 2　 Baseline and achieved blood pressure in the Jikei Heart Study, 
Kyoto Heart Study, and Valsartan Amlodipine Randomized Trial 
as presented in the Lancet’s correspondence by Yui Y

Valsartan group Control group

Jikei Heart Study

Kyoto Heart Study

Valsartan Amlodipine Randomized Trial
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c．KHSを読み解く

c-1）血圧推移図の不自然さ
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c-2）最小化法を巡って

Fig. 1　Change of blood pressure in the study period presented in the KHS paper
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c-3）PROBE法について
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d．Kyoto Heart Studyまとめ

3．まとめ
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