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On-site inspection; takes place in manufacturing sites

Desktop inspection; takes place in the PMDA using pre-submitted
documents from applicants

Type of

Inspection
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Risk assessment:

- Product characteristics
- Process characteristics
- Dosage form
- Inspection history by other authorities
- Inspection report from PIC/S members

ﬂ

- Recall history Database:

inspection

Decision:

On-site inspection or
desktop (paper-based)

PMDA inspection
history

\

Risk High -
On-site Inspection

Risk Low -
Desktop Inspection

£inda

N

Inspection:

Update:

Internal
database

Rating based on assessment of 6 subsystems: S, A, B, C ,

and D

1) Quality systems

2) Facilities & equipment

3) Materials control

4) Production control

5) Packaging & labelling; and
6) Quality control
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