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Topic Title :
m Selection and Justification of Starting Materials for the
Manufacture of (synthetic) Drug Substances
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Topic Member

« EU - EFPIA, EMA, MHRA, and EDQM
e Japan - JPMA and MHLW

« US - PhRMA and FDA

 Health Canada and Swissmedic

e Observers:
— WHO, IGBA (generics), API Industry (APIC)
— Drug Reg Authorities of Brazil and Singapore
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(BAXTIX) Synthetic Steps of New API
Recently Approved by MHLW in FY2014

Search : FY 2014 new drug approval
(approximately 40 chemical products)

Synthetic Step: formation or cleavage of covalent bonds,
but does not include salt-formation/breaking steps.

Typical number of steps for Reqgistered Process

outlier
4 steps (30 %) Minimum : 1 steps
5 steps (25 %) Maximum : 14 steps

30% of applications are subjected to redefinition of SM
during their review process

A minimum number of steps is not expected to register at

PMDA.
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Question 6

« “What considerations should an applicant
apply in the selection of the proposed starting
materials to assure that enough of the drug
substance manufacturing process will be
provided in the process description in
3.2.5.2.2 of the application?”
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http://www.pmda.go.jp/
E-mail:takagi-kazunori@pmda.go.jp
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