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“The views and opinions expressed in 

the following PowerPoint and 

accompanying oral presentation should 

not be construed as official or unofficial 

FDA position.”
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“The views expressed here are those 

of the author and do not necessarily 

represent or reflect the views of 

Novartis.”



Regulatory Affairs – Global Labeling

Agenda

1. Overview of Global Labeling

2. SPL at Novartis

3. Systems and Tools

4. Managing New SPL Requirements

5. Challenges
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Novartis Global Labeling

5

Global Labeling

GL Compliance 

and Artwork

GL Systems and 

Compliance

US Compliance and 

Artwork

Safety Label Tracking 

and Universal Artwork
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Governing Regulations

SPL at Novartis

21CFR207
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https://www.ecfr.gov/cgi-bin/text-idx?SID=468c3dec0bd80e73c4e55ea472f8da5a&mc=true&node=pt21.4.207&rgn=div5#sp21.4.207.a
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SPL at Novartis

SPL is required for:

• Original NDA/BLA, Initial PAS, CBE

• Upon approval (or CBE/Annual Report)

• Change in Establishment Information / How 

Supplied
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SPL Components

• Content of Labeling – USPI (RA Responsible)

• Product Data Elements – Novartis Regulatory 

Information Management System/ RA CMC

• Principal Display Panel – US Artwork

• NDC – GL Systems and Compliance
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Differentiate Product Attributes 
for Accurate NDC Assignment

NDC Request Form
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SPL at Novartis – FDA SPL 
View
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SPL at Novartis - DailyMed
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FDA SPL Implementation Guide 
with Validation Procedures
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SPL File Conversion I
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Source file – MS WORD

XML view

SPL view
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SPL File Conversion II
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Source file – MS WORD

XML view

SPL view
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SPL File Conversion – Product Data 
Elements
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SPL File Conversion – Inactive 
Ingredients
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SPL File Conversion –
Establishment Information
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Source File: Post-Approval 
Procedure

• SPL

• Novartis Website 

• Global Repository

• Document Management System

• Promotional PI

• Artwork/Typeset
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Closing the Loop

FPL Link File:

• File provided by Labeling to RA Associate

• Alerts FDA PM that the eListing requirement is 

complete

Business Use Only19



Regulatory Affairs – Global Labeling

Systems and Tools

• Global Labeling Repository

• Safety Label Tracking System

• NDC Database

• Document Management System

• QC Tools

• Comparison Tools

• Conversion Tools

• Regulatory Information Management (RIM) 

System
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Managing New SPL 
Requirements

• Lot Distribution Data SPL

• REMS SPL

• No Change Certification SPL
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Lot Distribution Data SPL
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Challenges

• Timelines:  “as soon as possible but no later 

than 14 days”

• CBE Submissions

• Harnessing SPL Data

• XML (Structured) Authoring  

• Integrations
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Summary

1. Overview of Global Labeling

2. SPL at Novartis

3. Systems and Tools

4. Managing New SPL Requirements

5. Challenges
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