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Safe Harbor Statement

Some of the information in this presentation may constitute forward-looking statements
and projections. Any such statements and projections reflect various estimates and
assumptions by IQVIA concerning anticipated results. Whether or not any such forward-
looking statements or projections are in fact achieved will depend upon future events,
some of which are not within the control of IQVIA. Accordingly, actual results may vary
from the projected results and such variations may be material. These forward-looking
statements and projections represent our views only as of the date they are made, and
|QVIA undertakes no obligation to correct or update them, whether as a result of new
information, future events or otherwise.

All trademarks or service marks are the property of IQVIA or their respective owners.
Solely for convenience, the trademarks, service marks and trade names are referenced
without the ®, (sm) and (TM) symbols, but we will assert, to the fullest extent under
applicable law, our rights or the rights of the applicable licensors to these marks.
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Who is to blame?

45

...had to recall two
batches of Robaxin®
750mg Tablets 100,
owing to an error in
the amount of
dosage...

A5

...had to recall
Laxocodyl because
of a certain medicine
for adults that was
instead labeled as

being for children...

©2023. All rights reserved. IQVIA® is a registered trademark of IQVIA Inc. in the United States, the European Union, and various other countries.

45

...56 lots of an
asthma treatment
sold in US retail
outlets were recalled
because the product
carton label failed to

include a range of
information about
when treatment
should be stopped
and a doctor

consulted...

45

...Iis recalling a batch
of Clopidogrel Oral
Solution 75mg in Smi
due to a discrepancy
with the product

labelling that could
result in an incorrect
volume to be
administered to the
patient...
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Complex Landscape
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Labeling Information Management
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Key Labeling Management Capabilities

Global planning
and tracking of
label changes

Label content
management

Orchestrate label management
workflow from change request
through implementation Compliance

and process
reporting

Ensure consistency and accuracy
of core and regional labels through
structured content management

Artwork Label _
implementation Key ::fjh:;:ival

Enjoy end-to-end visibility support key capabilities

. capabilities
across markets with integrated
reporting and dashboards
, . Label- . Translation
Leverage regulatory intelligence submission management
to drive label, translation and tracking

artwork implementation
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Implementation Tracking

UPSTREAM LABELING MILESTONES DOWN STREAM LABELING MILESTONES
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Beyond Label Approval
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A Smart Approach to Labeling

Achieving Labeling Compliance
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» Translation Management
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Implementation
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Label Change Requests

[£] Labeling Request

Y Filter All Properties » |Q, Search L
Search by My Requests
Resulis

Displaying 1-10 of 13 Labeling Requesis

[T] Labeling Request

Scope Status Product Application Number Subject Trigger Type Priority
1 RID-0B23-0056 Core Completed IQVIATUM Demo for Gary Administrative Administrative Standard
| RID-0823-0055 Local Completed IQVIATUM Prolonged Release 1. FOA-APPSETE new env test Administrative Administrative Standard
[] RID-0823-0054 Core Completed IQVIATUM new env test Administrative Administrative Standard
RID-0823-0053 Care For Review IQVIATUM new subjectl Administrative Administrative Standard
| RID-0B23-0051 Local Antwork In Progress IQVIATUM Prolonged Release 1. FDA-APPSG78 lecal BM7 HA Mandates Administrative Standard
1 RID-OB23-0050 Core Label In Progress IQVIATUM new core 8/16 Administrative Administrative Standard
| RID-0723-0049 Care Label In Progress IQVIATUM new core request Administrative Administrative Standard
[] RID-0723-0048 Core Label In Progress IQVIATUM Dema Administrative
| RID-0723-0047 Local New IQVIATUM Prolonged Release 1. FDA-APPSETS
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local

HA Mandates

Administrative Standard
MNon-Safety

Standard
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Aligned Artwork

[(3 IQVIATUM Prolonged Release 120milligram(s) Tablet focal 8/17

Request « Local Content and Artwork

Estimated Submission
Aug 16, 2023

Details

Products (1)

Documents (1)

Artworks (1)

Team (1)

Tasks (8)

B 00 008 0O

Countries (1)

S

Attachments (0)

Planner

Timeline

Related Requests

Current Stage Stage Remaining Pricrity {|w) Owner
Artwork Workflow 29 Days Standard RID-0823-0051 cham williams

<
T B Impacted Artworks
Artworks are associated with Drug Product(s). Selected Artworks will be revised as part of Labeling Request

Results
Displaying 1-1 of 1 Artworks

Artwork Name Product Market Artwork Type

Final package insert test - IGVIATL  IGVIATUM Prolonged Release 12 UNITED STATES OF AMERIC. Final package insert

©2023. All rights reserved. IQVIA® is a registered trademark of IQVIA Inc. in the United States, the European Union, and various other countries.

Content Related

Final package insert - IGVIATUM.

Version

a1

Status

Diraft

Withdraw Put On Hold

Country Last Updated

UNITED STATES OF AMERIC Aug 30,2023
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Change Planning and Tracking

Planner
Plan Start Date Actual Start Date Pian End Date Estimated End Date Plan Duration Estimated Duration
Aug 16, 2023 Aug 17, 2023 Sep 13, 2023 & Augi7 2023 29 days & iday
Stage / Task Name 15} Risk Status Start Date End Date Duration Related to Priority Assigned to
» Llocal Impact Assessment Completed Aug 16, 2023 Aug 16, 2023 1
Label Reguest Creation 1 Completed Aug 16, 2023 Aug 16, 2023 1 - Normal cham williams
Label Reguest Assessment 2 g Completed Aug 16, 2023 Aug 16, 2023 1 1 MNormal Impact Assessor
Label Reguest Confirmation 3 o Completed Aug 16, 2023 Aug 16, 2023 1 2 MNormal cham williams
» Local Label Workfiow 0 Completed Aug 16, 2023 Aug 15, 2023 o
Final package insert - |GVIATUL. 4 0 Completed Aug 16, 2023 Aug 15, 2023 NA 3 Normal cham williams
% Submission Preparation a Completed Aug 16, 2023 Aug 16, 2023 1
Label Submission Preparation 5 Q Completed Aug 16, 2023 Aug 16, 2023 1 4 MNormal cham williams
» HA Submission o Completed Aug 16, 2023 Aug 16, 2023 1
Final HA Submission & 0 Completed Aug 16, 2023 Aug 16, 2023 1 5 MNormal cham williams
' HA Decision O Completed Aug 16, 2023 Aug 29, 2023 14
Receive HA Drecision 7 Completed Aug 16, 2023 Aug 29, 2023 i ] Mormal cham williams
Artwork Workflow ) In-Progress Aug 29, 2023 Sep 26, 2023 29
Final package insert test - 1GV]... B ) In-Progress Aug 29 2023 Sep 26, 2023 30 7 Nomal cham williams
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Relationship Management

Final package insert - IQVIATUM Prolenged Release 120milligram(s) Tablet - Application FDA-APP5678 (UNITED STATES OF AMERICA) - English  [EECH & W Re
Collection Group Document Type Market Current Version Latest Version Owner Application Number
Lakeling Labkeling Final package insert UNITED STATES OF A_.. 1.0 1.0 cham williams FDA-APPS678
< . .
@ Relationship Latest, Current 1.0 w All Relationships Add Relationship a
Previsw
B Details Relationship Type Primary Document Name Version Translation |
Correspondence| Translatic
W e' Artwork - Product Insert
Workflow Artwork - Product Insert
This Document Latest, Current 1.0
@ Versions
n Final package inzert - IGVIATUM Prolonged Release 120milligramis) Tablet - Application FDA-APPSETE (UNITED .. Latest, Curent 1.0 Late
Relationship
Rendition
B Permissions
Audit Trail
Timeline
©2023. All rights reserved. IQVIA® is a registered trademark of IQVIA Inc. in the United States, the European Union, and various other countries.
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Q&A
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Thank you!

Please contact us for more information.

Cham Williams

Associate Director, Safety,
Regulatory and Quality
Solutions, IQVIA

cham.williams@iqvia.com
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David Wilson

Associate Business
Development Director
Regulatory Technology
Solutions

david.wilson@iqvia.com
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