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Overview of Post Approval Changes of a Registered Combination Product (Changes to Ancillary Medical Device Component) Framework

| Variation/Change Notification of Combination Product |
[

v ; v
Drug-Medical Device Combination Product (change Drug-Medical Device Combination Product ! | Medical Device-Drug Combination Product(change | |Medical Device-Drug Combination Product{change of
of primary component-drug) (change of ancillary component-medical device)* || of ancillary component-drug) primary component-medical device)
Application for Variation to [ Stage 1: Obtaining Approval Letter : Stage 1: Obtaining Approval Letter Application for Change
NPRA MDA : from NPRA Notification to MDA
Submission of Variation Application to Submission of Appendix 4: Application form ; Submission of Appendix 4: Application form for Submission of Chanae Notification
NPRA for Change/Variation of Ancillary component | | | Change/Variation of Ancillary component for Applncalion?g MDA
for Combination Products to MDA : Combination Pffduds lo NPRA 1
Evaluation by NPRA L : Erkisin B NEEA Evaluation by MDA
Evaluation by MDA | i il ‘_I
Further
information 3
Rejected required No _ Futher [ : No Further : o Further
‘ '| Rejected information - || Rejected Information Rejected information
[ required e i required required
! Yes
Yes
' Approval Letter by Approval
Approval Approval Letter by MDA ? ol i
Stage 2: Application for :
i : Stage 2: Application for
Vamﬂonlcm:geRANoﬂﬂcaﬂon to ; Variation/Ct Notification to MDA
Submission of Notification to NPRA Submission of Notification to MDA

D MDA Process Flow

D NPRA Process Flow

Explanatory Note": Ancillary medical devices that have already obtain prior registration approval with MDA and subsequently
approved of their change notification application with MDA SHALL not be required to proceed with this requirement
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