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CIaSS|f|cat|on of change | Timing of report
Annual report (AR) Minor changes Report annually

Change-being Changes have moderate Receive by FDA before, or

i1 = ST 1 18 potential to affect Q/S/E  concurrently with,
(CBE-0) distribution of the product

Changes have moderate Receive by FDA at least 30
potential to affect Q/S/E  days before distributing the

product
Prior cl )21y Changes have a Receive and approve by FDA
supplement (PAS) substantial potential to before distributing product

affect Q/S/E

22 WP EAR %imﬂ'

Category CIaSS|f|cat|on of | Timing of notification
variation

Type IA/1A N Minor variation Notification sent concurrently

(& &7 € 25 Q/S/E) or within 12 months after
implementation of variation

/i >+ Type IA 2 Type Il Notification received by EMA

Z_ & & minor variation 30 days before

implementation

Major variation Prior approval is required
(7 i % 4 Q/S/E)
Major variation Prior approval is required
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