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米国FDAにおける新医薬品の添付文書の
改訂作業のダイナミズムから教えられること
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Abstract
Objective：To investigate a labeling revision of new drugs in the U.S. FDA (Food and Drug Administration), 
to examine an approval history, and to study a dynamism of the process of changing labels of new drugs.
Methods：From the database of the FDA Approved Drug Products, Labeling revision of new drugs of new 
therapeutic drugs of NDA (New Drug Application) 1 and BLA (Biologics License Applications) were 
studied from April 2009, through November 2014.
Results and Discussion：176 NMEs (New Molecular Entity) were approved by the U.S. FDA. To follow 
the NMEs of the label and approval history, the labeling revision of 21 NMEs were observed as regards 
their indication and usage, dosage and administration, and dosage forms and strength. They included 8 
anticancer related medicines, 3 medicines for rare diseases, 4 psychoneurotic and muscular medicines, and 
4 anti-infective medicines and insect repellent. A dynamic change of labeling was as follows: for example, 
for anticancer medicines, an indication and usage of ibrutinib and ramucirumab were revised 3 times within 
1 year, and 1 year and 2 months, respectively.
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1．はじめに

2．方法：情報収集と解析

2.1　米国FDAの承認状況調査

2.2　我が国の承認状況調査

2.3　未承認薬のリスト作成

2.4　FDA Approval Historyへのアクセス

2.4.1　米国の添付文書

2.4.2　レター
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2.5　データ解析

3．結果

3.1　概要

Table 1　Example of label and approval history＊
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3.2　改訂が行われた品目の内容解析

3.2.1　 抗悪性腫瘍に関連した新医薬品（診断薬
を含む）

3.2.2　難病に関連した新医薬品

3.2.3　精神神経，筋肉系に関連した新医薬品

3.2.4　 感染症治療薬や駆虫薬に関連した新医
薬品

3.2.5　その他の新医薬品
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4．考察
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