PRISM enhancements (effective 02 December 2014)

This guide provides a preview of the new drop down listing in PRISM for:

1. MIV-1 application
2. MIV-2 application

3. Global change affecting multiple product licenses/pending applications
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MIV-1 application

e Section 0.4 Amendment summary is now replaced with a drop-down listing of
Appendices 15 (for Chemical Drugs) and 16 (for Biologic drugs) of the Guidance.

o Please select the applicable MIV-1 Checklists from the drop-down list under 0.4 MIV
Checklist Number (Primary change)

¢ Only one MIV-1 Checklist per application is allowed for primary change.

0. Licence/ Permit/ Certificate/ Listing Summary

0.1
Licence Permit/Certificate/Listing
No.:

0.2 Start Date:

0.3 Expiry Date:

0.4 MIV Checklist Number (Primary | Plegse Select One -
Change):”
0.5 MIV Checklist Mumber Available MIV Checlist Selected MIV Checlist

(secondary Change(s)y B7 Chg of Spec of DS [CEP not Avail] /DF »

B8 Chg of Spec of DS [CEP Awvail]

B9 Chg of Batch Size of Sterile DP

B10 Chg of Batch Size of Non-sterile DP
BE11 Major Chg in Mfg Proc for DP

B12 Qual or Quan Chg of Excipient

B13 Quan Chg in Coat W or Caps Shell W
B14 Chg in Pri Pac Mtl for Sterile Pdt
B15 Chg or Addn of Size/Shape of CCS5f
B16 Inclusion or Repl of Salvent/Diluent
B17 Chg of Shelf-life of DP

B18 Chg of Storage Conds of DP

B19 Addn or Chg of Score/Break Line of
B20 Chg of Sterility Testing to Parametri
B21 Imp Mew or Extension Approved De
B22 Chg of Content of Pdt Labelling

C1 Chg of DP Name

C2 Chg of Pdt Labelling

C3 Addn or Repl of Co ar Party Resp for
C4 Chg of Batch Size of DS [CEP is not A ™

¢ In situations when an application contains consequential changes, the main change
is to be reflected as the primary change in “0.4 MIV Checklist Number (Primary
Change)” and each consequential change should be entered in “0.5 MIV Checklist
Number (Secondary Change[s])” in the PRISM application form.

o If you wish to select multiple changes at one go, you can press on Ctrl button and
mouse click on those that you wish to choose and click on the right arrow. For de-
select, you can do the same on the right and click on the left arrow to remove.
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0. Licence/Permit/ Certificate/Listing Summanry

0.1

Licence/Permit/Certificate /Listing

No.:
0.2 Start Date:

0.3 Expiry Date:

0.4 MIV Checklist Number (Primary B4 Chg/Addn of Altn Mfr/site of DS [CEP not Avail]

Change):*

0.5 MIV Checklist Number
(Secondary Change(s)):

Available MIV Checlist

B1 Chg/Addn of Altn Mfr/site of D5 [CEF =
B2 Chg/Addn of Altn Mfr/site of DS [CEf
B3 Major Chg of Mfg Proc of DS [CEP not
B4 Major Chg of Mfg Proc of DS [CEP Awv: =
B5 Addn or Repl of Mfg Site of DP

BE Addn or Repl of Altn Site for Pri Pac

B7 Chg of Spec of DS [CEP not Avail] /DF
B9 Chg of Batch Size of Sterile DP

B10 Chg of Batch Size of Non-sterile DP
E11 Major Chg in Mfg Proc for DP

E12 Qual or Quan Chg of Excipient

B13 Quan Chg in Coat W or Caps Shell W
B14 Chg in Pri Pac Mtl for Sterile Pdt

B15 Chg or Addn of Size/Shape of CCS {
B16 Inclusion or Repl of Solvent/Diluent
BE17 Chg of Shelf-life of DP

B18 Chg of Storage Conds of DP

B19 Addn or Chg of Score/Break Line of
B20 Chg of Sterility Testing to Parametri
B21 Imp New or Extension Approved De =

Selected MIV Checlist

B8 Chg of Spec of DS [CEP Avail]

¢ Non-consequential MIV-1 changes are strictly not allowed. For instance, for a
CMC MIV-1 application, MIV-1 updates to the product labelling unrelated to
CMC changes will not be accepted. However, MIV-2 changes are still allowed to
ride on an MIV-1 application as per status quo.

e For variation changes not covered under Appendices 15 and 16, e.g., those provided
as a result of MIV Inquiries, please select “Others” from the drop-down list and
indicate the relevant details in the text box provided.
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0. Licence/Permit/Certificate/ Listing Summary

0.1

Licence /Permit/Certificate/Listing
No.:

0.2 Start Date:

0.3 Expiry Date:

0.4 MIV Checklist Number (Primary] Others -
Change):*

Please specify:

Please enter details of MIV change, for changes not covered
in Appendices 15 and 16

0.5 MIV Checklist Number Available MIV Checlist Selected MIV Checlist

SR ETE TR B1 Chg/Addn of Altn Mfr/site of DS [CEF =
B2 Chg/Addn of Alth Mfr/site of DS [CEF
B3 Major Chg of Mfg Proc of DS [CEP not
B4 Major Chg of Mfg Proc of DS [CEP Awvi =
BS Addn or Repl of Mfg Site of DP

BE Addn or Repl of Altn Site for Pri Pac

B7 Chg of Spec of DS [CEP not Avail] /DF
B8 Chg of Spec of DS [CEP Awvail]

B3 Chg of Batch Size of Sterile DP

B10 Chg of Batch Size of Non-sterile DP
B11 Major Chg in Mfg Proc for DP

B12 Qual or Quan Chg of Excipient

BE13 Quan Chg in Coat W or Caps Shell W
B14 Chg in Pri Pac Mtl for Sterile Pdt

B15 Chg or Addn of Size Shape of CC5f
B16& Inclusion or Repl of Solvent/Diluent
B17 Chg of Shelf-life of DP

BE18 Chg of Storage Conds of DP

B19 Addn or Chg of S5core/Break Line of
B20 Chg of Sterility Testing to Parametri =™

0.6 Remarks: -
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0. Licence/Permit/Certificate fListing Summary

0.1

Licence/Permit/Certificate /Listing
No.:

0.2 Start Date:

0.3 Expiry Date:

0.4 MIV Checklist Number (Primary g4 Chg/Addn of Altn Mfr/site of DS [CEP not Avail] -
Change).”

0.5 MIV Checklist Number Available MIV Checlist Selected MIV Checlist

EFEILEL A TR C28 Addn or Repl of Mfr for Secondary | = <@

C29 Chg of size/shape of non-sterile DI
C30 Chg of Outer Carton Pack Sizes for
C31 Chg in non-pdt contact CCS

C32 Addn or Repl of Measuring Device
C33 Addn or Repl of Site Resp for QC Te
C34 Chg in Supplier of Animal-derived |
C35 Chg in Species of Animal-derived M
C36 Chg in Name /Address of MAH

C37 Chg of Pdt Owner

C38 Chg in Ownership of Mfr

C39 Chg of Name/Address of Mfr of DP
C40 Chg of Name/Address of Co/Mfr R
C41 Chg of Name/Address of Mfr of DS
C42 Withdrawal / Del of Altn Mfr for DS/
C43 Renewal of CEP

C44 Chg of Spec of DP/ DS/Excipient to e
C45 Del of Pack Size for Pdt

C46 Chg of Batch Numbering System
Others - Voluntary DS update &7

0.6 Remarks: * This text box will only be activated if "Others” is chosen for =

Section 0.5
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MIV-2 application

e PRISM interface is similar to that for MIV-1 applications illustrated above. Key
difference is that only MIV-2 checklists are available for selection.

o Multiple MIV-2 Checklists may be submitted in one application (select one checklist
under 0.4, and other checklists under 0.5)

0.1

Licence /Permit/Certificate /Listing
No.:

0.2 Start Date:

0.3 Expiry Date:

0.4 MIV Checklist Number (Primary
Change):.*

0.5 MIV Checklist Mumber
(Secondary Change(s)):

). Licence /Perminf/Cermthcare /Listing Summary

Please Select One v

Please Select One

C1 Chg of DP Mame

C2 Chg of Pdt Labelling
C3 Addn or Repl of Co or Party Resp for
C4 Chg of Batch Size of DS [CEP is not Avail]

C5 Chg of IPC DS Mfg (tighten/add testino CEP)

C§ Minor Chg of Mfg Proc of DS [CEP is not Avail]

C7 Chg of Spec of DS

C8 Chg of Test Procedure of Non-compendial DS

C9 Chg of Shelf-life or Re-test period of DS

C10 Chg of Storage Conds of DS

C11 Revision of CEP of DS

C12 Chg of Batch Size of Non-sterile DP

C13 Reduction or Remaoval of Overage

C14 Qual / Quan Chg of Excipient

C15 Quan Chg in Coat W or Caps Shell W/Size for IR OSD
C16 Chg of Colouring/Flavouring Agent of Pdt

C17 Del of Salvent/Diluent for DP

C18 Chg of IPC Applied during Mfg of DP

C19 Minor Chg of Mfg Proc for Non-stenle Pdt ~

CT5 Quan Chg in Coat W or Caps Shell
C16 Chg of Colouring/Flavouring Agen
C17 Del of Solvent/Diluent for DP

C18 Chg of IPC Applied during Mfg of [
C1% Minar Chg of Mfg Proc for Mon-ste
C20 Chg of Spec of Excipient -
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Global change affecting multiple product licenses/pending applications

o If this change affects other product licences, or if there are pending related
applications which you would like to bring to the attention of HSA officers, please
select radio button “Y” for section 0.8, and enter relevant details in Section 0.9. e.g.,
PRISM application number, licence numbers.

0. Licence/ Permit/ Certificate/ Listing Summary

0.1 SING10282P

Licence/Permit/Certificate/Listing

Mo.:

0.2 5tart Date: 15/01 /2004

0.3 Expiry Date: 20/09/2014

0.4 MIV Checklist Number (Primary  B22 Chg of Content of Pdt Labelling -
Change):*

0.5 MIV Checklist Number Available MIV Checlist Selected MIV Checlist

(Secondary Change(s)):

C29 Chg of size/shape of non-sterile Dl =
C30 Chg of Outer Carton Pack Sizes for
C31 Chg in non-pdt contact CCS

C32 Addn or Repl of Measuring Device
C33 Addn or Repl of Site Resp for QC Te
C34 Chg in Supplier of Animal-derived |
C35 Chg in Species of Animal-derived b
C36 Chg in Name/Address of MAH

C37 Chg of Pdt Owner

C38 Chg in Ownership of Mfr

C39 Chg of Name/Address of Mfr of DP
C40 Chg of Name/Address of Co/Mfr R
C41 Chg of Name/Address of Mfr of DS
C42 Withdrawal/Del of Altn Mfr for DS/L
C43 Renewal of CEP

C44 Chg of Spec of DPf DS/Excipient to
C45 Del of Pack Size for Pdt

C46 Chg of Batch Numbering System
Others - Voluntary DS update

m

Others 57
0.6 Remarks: P
0.7 Table of Summary of Table of Summary of Changes template (attach under section 7 Supporting Attachments).
Changes:
0.8 Does this change affect @y &N

other product licences(Y/MN)?:

0.9 If yes, please provide
relevant Licence No or
Application No:*

pending MIV application for SIN:ooooP (app no: T14xooooss)
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