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Reference Material：Standard Workflow for Consideration of Safety Measures

PMDA continues to 
monitor events not 
identified as signals.
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Information 
sharing with the 
Pharmaceutical 
Safety Division

Working 
on a 
weekly 
basis

10-40 days after receiving 
all necessary materials

Within two weeks

One week

One week

PMDA completes the 
investigation and continues 
monitoring, if further 
analysis is considered 
unnecessary, it is not 
possible to draw a 
conclusion, there is no 
change in the risk 
classification, or it is 
determined that no safety 
measures are required for 
a risk or that it is not a risk.

This English version is intended to be a reference material to provide convenience for users. In the event of inconsistency between the Japanese original and 
this English translation, the former shall prevail.  The PMDA shall not be responsible for any consequences resulting from the use of this English version.


