Destination Specific Regulated Labels
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Products are shipping to places in the world that require content
in the local language. The objective is to perform labeling
operations only once for as many products as possible.

& Innovatum | March 2023




2 Destination Specific Regulated Labels Powered by Barcodes

Destination Labeling, also known as Localiza-
tion or Country Specific Labeling is the process by which
appropriate labels that contain necessary content are
printed after the manufacturing and packaging steps, often
during customer order fulfillment. Until recently, destina-
tion or deferred printing was a luxury. The destination

labeling approach was largely the domain of larger compa-
nies that had the resources to implement the systems
needed to make the process practical. But now with mark-
edly increased regulatory and trade requirements around
the world, destination labeling is becoming a mainstay. The
good news is that developments in technology make
destination labeling easier to implement.

The FDA's UDI (Unique Device Identification) barcode, and the powerful information it unlocks within enter-
prise systems, will be a key factor in implementing a robust and intelligent destination labeling system.

Destination Labeling is also known by a host of other names including, Labeling Localization, Just-In-Time
Labeling, Print-on-Demand, and Country or Regionally Specific Labeling. Regardless of the name that is used,
it is a response to label real estate shrinking while space requirements for language translations, regulatory
and economic content, and symbologies on the label is expanding. This makes it very difficult to fit all the
content within the limited space available on the majority of product packages.

The recently minted and demanding regulatory requirements of the European Union known as MDR (Medical
Device Regulation) and IVDR (In Vitro Device Regulation), essentially force destination labeling capabilities.
But what is destination labeling all about at its very essence? In short, it is the production of regionally specif-
ic labels to meet localized regulatory requirements. There are many regulatory challenges for shipping life
sciences (medical) products that destination labeling can solve. They include a need to:

o Fit close to two dozen language translations for multiple lines of text on smaller boxes.

o Print specific registration numbers when a product is sold in China or Russia.

o Print local contact information for importers and other economic operators.

o Handle a growing list of diverging local regulations and commercial requirements.

o Provide small durable implant cards in the language of the recipient.

o Print the MSRP (Manufacturer's Suggested Retail Price) in
Rupees, and other information locally when a product is
sold in India.

As you can see by this list, country or regionally specific requirements
are the main driver for destination labeling. Some countries even
require that product be shipped to bonded warehouses in-country, and
these products must be labeled before passing customs. As coun-
tries, regions, and regulatory bodies continue to improve patient safety
and increase organized control over the distribution of medical prod-
ucts, localized labeling becomes more important.
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Products are shipping to places in the world that require content in the local language. Some life
sciences companies have product labels that are as long as 17" or more. They do this to fit in multiple
lines of text containing dozens of languages. Not every product has packaging that will support this.

How is destination labeling accomplished?
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Systems are needed at order fulfillment locations to link product being picked for a customer order
with labeling content management systems. Scanning a barcode on a box or bin location during order
fulfillment causes a destination labeling system to match it against the pick list detail. An appropriate-
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Links between items, their potential destinations and associated documentation must also be estab-
lished and become electronic business rules. Linkages then drive the fulfillment process in an auto-
mated way once the UDI barcode is scanned from which the SKU, the LOT/Serial number, and poten-
tially the expiration date is derived.

Destination labeling systems can convert linkages (associations) made in a Master Data Manage-
ment system into automated business rules. Barcode scanning drives integration to pick lists to
complete the order fulfillment process for delivery anywhere in the world. Based on configuration, the
system decides whether additional labels and documents need to be printed. The format of the
printed label(s) is specific to SKU and destination.
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Exploiting the power of barcode triggered linkages requires the | ot o by Conrep i copoy s OSOCLIA S
capability to make one-to-many and many-to-many associa- e
tions between items, templates, documents, regions, countries,
or CLAD. Associated regulatory images and language transla-
tions must be carried along with all of this. For example, EU .
MDR/IVDR will require translations into any of 24 languages if
shipping to EU countries. A system should be able to associate these language translations with
items and templates that have been appropriately designed to house them. Significant process
analysis is required when setting up a system like this. However, the outcome can be tremendous. An
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> Upload and store IFUs (Instructions for Use) and other documents.

o Link IFUs to item versions and destinations.

o Manage label templates by item/destination.

o Maintain destination language translations in a dictionary.

o Deliver a browser-based page to read order fulfillment pick-lists and print documents
based on user input/scan.

Summary

With expanded globalization and diligent work by regulatory thought leaders in the life science indus-
try, everyone was hoping that there would be a convergence and harmonization of regulatory require-
ments concerning labeling. However, indications are to the contrary. Stakeholders, responding to
their national and regional requirements, are clearly diverging from the concept of a universal label.
Destination labeling systems can alleviate the current and growing challenges of international order
fulfillment where inventory turns can be maximized with no loss in traceability or accountability.
Regulatory bodies will keep adding complexity, and we, as barcode and labeling practitioners, must
have systems that can handle these new challenges through an agile, powerful, and configurable
system.



