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Why is Artwork 
important?

Labeling 
in top 

causes of 
recalls1

Labeling & Artwork 
included 
Safety/PV 

audits/inspections

Correct 
Utilization by 

HCPs & 
users/patients

1Kelsey Hall, Tyler Stewart, Jongwha Chang, Maisha Kelly Freeman, Characteristics of FDA drug recalls: A 30-month analysis, American Journal of Health-System Pharmacy, Volume 
73, Issue 4, 15 February 2016, Pages 235–240, https://doi.org/10.2146/ajhp150277

https://doi.org/10.2146/ajhp150277


Why is Artwork 
important?

•Let’s discuss in the 
next round table 
Discussion

Other reasons:



Labeling & Artwork concepts in Regulatory
Content (Labeling)

 Reflects Company and HA-approved information on 
the use of the product, safety & efficacy. 

 Word or PDFs* files containing TEXT in local templates 
for submission/notification to HA. Associated to HA 
Marketing Authorizations.

Types of Local Labeling:
a. Physician/HCP information (USPI, Prescribing 

Information, Physician Circular, SmPC, etc)
b. Patient/User Information (Patient Leaflet, User 

Leaflet, Medication Guide, etc.)

c. Instructions For Use
d. Packaging text (QRD-like, or other local templates 

containing the text for primary and secondary 
packaging such as foil, labels, cartons, etc.)

Technical & Design (Artwork)

 Graphical representation of Regulatory content 
added to a specified format and structure with 
given dimensions and shaped into a layout 
according to the company trade dress and style.

Artwork components are associated to SKUs & 
Markets. Artwork Regulatory content is based on the 
local labeling:

 Leaflet
 Carton
 Foil/Blister

 Vial/Syringe Label
 Etc. *new formats: xml, 

html, etv



[Organon] Proprietary
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Country Mandatory/
Voluntary

Law – link on 
E-PI

OGN 
implement-

tation

Removal of 
Paper Insert

Effective 
Date Remarks

Japan Mandatory
Use PMDA website 

stacked code
Use PMDA website  

stacked code √
1 Aug 2023

XML, Linking to 
E-PI text in HA 

portal

Australia Mandatory

Mandatory Human 
readable reference 

to HA site + 
voluntary QR Code 

Human readable 
reference to HA 

site √
Before 2020

PDF, except 
Oral 

Contraceptive

Thailand Mandatory QR Code QR code √ 23 June 2023 PDF 

Singapore Voluntary QR Code QR Code x 2019 Html, 
Webpage

Malaysia Voluntary QR Code QR Code x 1 May 2023 PDF

Indonesia Voluntary 2D Matrix + HA app 2D Matrix + HA app x 1 Oct 2023 PDF

Taiwan Voluntary QR Code QR Code x
July 2022

PDF, Hospital 
use injectables 
only. OOS for 

OGN now.
China Voluntary QR Code

-

x 29 June 2023 Html, 
Webpage

Let us align on this project – we have done a lot already!



[Organon] Proprietary
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Country Mandatory/
Voluntary

Law – link on 
E-PI

OGN 
implement

-tation

Removal of 
Paper Insert Effective Date Remarks

Jordan
Mandatory

2D Matrix Barcode/QR Code
- x 18 Jan 2025 XML, JFDA implements 

FHIR standards

Turkey Mandatory
QR Code 

- x 1 Jan 2026 Audible & Readable PI 
link to HA website

European 
Union Mandatory

2D Data Matrix /QR Code - x 1 Jan 2027 
(tentative)

XML, EMA implements 
FHIR standards

Italy
Voluntary

2D Data Matrix /QR Code
- x April 2016 national pilot, 

Html/webpage
Note: part of broader EU 

ePI initiatives

Belgium-
Luxembourg Voluntary

2D Data Matrix /QR Code
- x Aug 2018 national pilot extend 

until Aug 2025
Note: part of broader EU 

ePI initiatives

Germany

Voluntary

2D Data Matrix /QR Code

- x Since 2009 national pilot, XML,the
app is available at: 

https://gebrauchsinfor
mation4-0.de 

Note: part of broader EU 
ePI initiatives

Brazil Voluntary QR Code - x May 2022 Online access ie PDF, 
Html/Webpage

Argentina Voluntary 2D Data Matrix /QR Code - x 2025 Mandatory by 2026



Labeling User/Patient 
information (content)

Artwork Leaflet



[Organon] Proprietary

Overall E2E process Tech/CMC change from Artwork perspective
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Preliminary 
assessment 

(risk) 
design/tech 

Project 
Definition

Change 
Control & 

Regulatory 
Assessment

Regulatory 
Prep, 

Submission 
& Approval

Artwork & 
Site pack 

Readiness 
Sale & 

Importation

Where should labeling & artwork be 
assessed firstly?

In which steps you are involved?
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Change Control & Regulatory Assessment

Module 3

• CMC docs
• Ancillary
• Stabilities

Labeling

• Dosing
• Administration

Artwork

• Layout
• Graphic 

Design

9

Does your company include Labeling & Artwork in the 
change control & Reg Assessment?



Regulatory Impact Assessments principles: Key for Compliance

Content (Labeling)

Distributer, Release, Manufacturing, Pack, API/DS Site 
changes:

 Markets enlist Sites in labeling components

Market sharing configuration changes:

 Changes in SKU/Artwork shared packs impact the content 
(adding/removing market content/language)

Material control strategy 

 SKU proliferation vs extension (NDC/GTINS)

Other bundled changes:

 Formulation (excipients), Embossing (pictures shown in 
some artwork), scoring (divided doses), removing non-
marketed presentations (dosing administrations), 
graduations (fractionated doses), etc

Technical & Design (Artwork)

Different Artwork technical drawings (Profiles):
 Dimensions, codes, batching areas, text 

orientations
Printing requirements :
 Color amount change, min. printable thickness 

line change
Graphic changes:
 Printing style for foil – random vs registered, 

pre-printed vs printed in packaging line, anti-
counterfeiting features that are part of the 
graphic design like microtext and blemish 
points 



[Organon] Proprietary
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Ultimate question is: when, where & how do we 
need to submit to Health Authority?

Do we need artwork mock-ups?

Do you obtain this outcome from your 
change control?



[Organon] De propiedad exclusiva
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Example of 
Artwork Profile or 
Technical Drawing

Pre-Requisite to 
start mockups  or 
production
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Example Site transfer - current label in current Site vs label in new Site
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Current Packaging Site New Packaging Site

Change in dimensions from 50.8x125.4 mm to 39x80 mm require following actions to fit the content in 
the new label:
• Major change in the position of text and graphic elements
• Reduction of the font size for the main information (product name, strength, pharmaceutical form)
• Removal of the company address
• Removal of the spaces between the text sections
• Removal of the repeated information about fill size and pharmaceutical form
• Removal of graphic element

Content Readability

Who does this in your 
Company? 



Examples of HA request
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