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医薬品安全性情報における個別化情報の重要性
─ 薬剤疫学評価からファルマコビジランス評価への回帰 ─

鈴木　伸二
ファルマコビジランス・プロモーター

The importance of personalized drug safety information: 
Revaluation of the ADR causal assessment in pharmacovigilance 

towards good pharmacoepidemiological studies

Shinji Suzuki
Pharmacovigilance promoter

Abstract
　　The basis of drug safety information is essentially derived from spontaneous ADR (adverse drug 
reaction) reports and the quality of each ADR case report is very important and influential for further 
studies including pharmacoepidemiological ones. However, the spontaneous ADR reporting system has 
been less considered and many ADRs have not been reported, which create the so-called “tip of the 
iceberg” phenomenon, and also the quality of reported ADRs is often not satisfactory. The reason for such 
phenomenon can be understood mainly due to less interest by physicians to report all ADRs, and also less 
consideration of the causal assessment of each ADR report, because the apparent number of ADR reports 
have been dramatically increased in the past 10-20 years due to internationalization of drug marketing and 
also frequent merger of pharmaceutical companies. In such situation, as an alternative way to compensate 
the individual causality assessment, pharmacoepidemiological approach has been introduced. Although the 
concept of pharmacoepidemiology has been well understood and appreciated in Japanese pharmaceutical 
fields as well as academic in Japan, the really meaningful and significant pharmacoepidemiological studies 
have been rarely published. One of the major factor for this unsatisfactory situation of the pharmaco-
epidemiological studies can be attributed to the few data-bases with good quality. Therefore, it is essential 
for us to improve the quality of each ADR report, including mild ones. In order to evaluate each ADR case 
thoroughly, we need more detailed data in each ADR report. Having a good quality of each ADR report, the 
quality of pharmacoepidemiological studies using such excellent quality of ADR reports will also be 
improved. Collecting every ADR report with better quality can also indirectly contribute to the patients’ 
benefit by supplying more personalized drug safety information.
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臨床評価

1．はじめに

2．安全性情報の現状分析

2.1　副作用報告の「氷山の一角」現象の存在
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2.2　副作用評価学の意義

2.3　医薬品使用実態調査，DURの必要性

Fig. 1　Annual reporting trends of ADR & infectious disease cases
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2.4　主要崩壊原因
2.4.1　 医薬品流通の国際化並びに製薬企業の

国際化・巨大化

2.4.2　医療関係者の関心度の停滞

2.4.3　企業内での環境の変化
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安全性全般に関連した
医学的，薬学的な専門的，総合的な知識，経験の
集積が企業内に見られなくなりつつある

2.4.4　因果関係評価と因果関連評価との違い

2.4.5　対行政業務の増加

2.4.6　現状の再認識
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2.5　崩壊に伴う後遺症

2.6　新しい因果関係評価概念
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2.7　薬事法の問題点
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2.8　副作用報告用紙の複雑性

2.9　医療施設内での問題

2.10　副作用報告意義の再認識

「何のために」

2.11　情報の質的価値判断
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3．社会環境，医療環境の変化

3.1　医療情報への患者の直接参画

3.1.1　アメリカの動き

3.1.2　日本での動き

3.1.3　患者の直接関与
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3.1.4　副作用報告目的認識の徹底

「なぜ副作用報告の必要性があるの
か」
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3.2　薬剤疫学，ファルマコビジランスの台頭
「何をすべきか」

「一人の患者に対して適用可能な意義のある医
薬品の有効性並びに安全性情報」（すなわち，個別
化された医薬品情報）

Table 1　 Recognition rates of ADR remedy 
system（total number of question-
aires: 21,000）
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3.3　コンコーダンス概念の台頭

Table 2　 Bilateral aspects of the 
pharmacovigilance concept
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3.4　 ファルマコビジランスとレギュラトリー・
サイエンス
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4．副作用情報収集の拡大・充実化

4.1　添付文書の改善案

4.1.1　特殊薬理分野情報

4.1.2　副作用発現時情報

4.1.3　有効性情報の具体的表示

4.1.4　 同効類似薬での安全性情報・データの
共有

Table 3　Development of the identification of ADR onset mechanism
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4.1.5　 同一有効成分製剤間での安全性情報・
データの共有

安全性情報・データの共有化，安全
性情報収集の効率化
4.1.6　ジェネリック製品での問題点

4.1.7　具体例の概略
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Table 4　Therapeutic response rates of cephadroxyl in various indications 

Table 5　Therapeutic response rates of medicinal products according to the therapeutic areas 
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4.1.8　特殊薬理学領域

医療の個別化
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Table 6　Various fields of niche pharmacology 特殊薬理学領域
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4.2　副作用発現予測の可能性の検討
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5．医薬品情報の一つの活用方法

6．結語

Table 7　Sequential development of pharmacovigilance activities
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