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In the review of drug applications, PMDA reviewers, who have degrees in pharmaceutical science, 

medicine, veterinary medicine, physical science, biostatistics, or other specialties, form a team to 

evaluate the quality, pharmacology, pharmacokinetics, toxicology, clinical implications, and biostatistics 

regarding the particular drug product under review. During the review process, the reviewers exchange 

opinions with external experts (Expert Discussions) to ensure that more effective reviews are conducted 

by making use of their advanced expertise. In addition, PMDA participates in the International 

Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human 

Use (ICH) and has actively incorporated the guidelines agreed upon at ICH into its drug reviews. 

PMDA strives to speed up the review process by setting target review times, while clarifying the 

standards for review by publishing the basic considerations for reviewers on its website. 

PMDA's drug reviews encompass not only new drugs but also generic drugs, OTC drugs / "behind-the­

counter (BTC)" drugs (requiring pharmacists' advice) that can be purchased at pharmacies without a 

doctor's prescription, and quasi-drugs. PMDA also conducts re-examinations and re-evaluations of 

approved drug products. 

In FY 2013, a total of 7118 drugs were approved, of which 4008 were prescription drugs (including 504 

new drugs), 916 were OTC drugs / BTC drugs, 166 were in vitro diagnostics, and 2028 were quasi­

drugs. 
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The following English translations of review reports are intended to be a reference material to provide 

convenience for users. In t11e event of inconsistency between the Japanese originals and the 

translations, the former shall prevail. PMDA shall not be responsible for any consequence resulting from 

use of the English versions. 

The review reports were selected for translation among those of drugs with a new active ingredient that 

recently received marketing approval, in consideration of relevant factors including the novelty and 

priority. 
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