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Control of elemental impurities and current status in Japan

Abstract

ICH Q3D guideline presents a process to control elemental impurities in drug products. In
Japan, the guideline reached Step 5 on September 2015 and applied to the new drug products
submitted after and on April 1, 2017.

In “Basic Principles for the Preparation of JP18”, implementing the guideline is raised as a
topic. “<2.66> Elemental Impurities—Procedures” and “G1. Control of Elemental Impurities
in Drug Products” were included in JP17-2. In addition, revision of these items and addition
of new general notice will be included in JP18.This presentation will outline control of

elemental impurities and current status of JP.



