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In many companies, it has even become its own function, with representatives 
and stakeholders that span the organization, including IT, Operations, 
Regulatory and more. Considering that the cost of implementing a Global 
Labeling System (GLS) can easily run two to three times the cost of the actual 
software, adhering to a strict and well-planned process is critical.

Before you begin, you should identify and assign a dedicated project leader 
and assemble a supporting implementation team. Your management team is 
likely to be very interested in monitoring progress, so creating a Steering 
Committee of key stakeholders can help you satisfy their need for information. 
Don’t hesitate to leverage the knowledge and expertise of your solution 
provider throughout your implementation process. 

LABELING IS A MISSIONCRITICAL 
COMPONENT OF THE GLOBAL 
SUPPLY CHAIN

Once you have your team in place, the hard work begins. 
Following these seven critical steps will help keep your 
project on track.
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Your Network
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Use the supplier’s test scripts to 
run Installation Qualification (IQ), 
recording software installation and 
confirming that the necessary 
steps have been completed. 

Run Operational Qualification 
(OQ), using test data to make 
sure the system is functioning 
as it should. 

Using a subset of test scripts 
provided by your solution provider, 
run a Performance Qualification 
(PQ), ensuring that the application 
performs to the standards you set 
in your User Requirement 
Specification. With this final 
validation step, you’ve used live 
data to ensure that the solution will 
work in a live setting. 

The general process for
validation is: 

2.

3.

1.

Validation is not a one-time process. Make sure 
you document each validation for future audits 
and regulatory compliance. 

Even though your GLS will come to you in a validated state, it’s 
critical that you validate the system on your network and with your 
web browser. By using your solution provider’s validation, you can 
make this process a bit easier on your team. 

Keep in mind that any customization you choose will impact future 
validation efforts. It’s strongly recommended that, rather than 
customize your solution, you examine your current labeling process 
and revise it to match the Commercial-off-the-Shelf (COTS) version 
of the software. You’ll avoid cost and complexity of additional 
validation, not to mention the recurring maintenance and support 
costs of a customized solution. 

VALIDATE ON
YOUR NETWORK

STEP ONE
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Determining which SKUs and sites will be in your project scope and 
which will be outside of the scope is often more complicated than it 
sounds. As you dig into your universe of products, you’ll quickly realize 
that your scope can easily expand exponentially and impact deployment 
cost and timing. Involve your Steering Committee to make decisions and 
create rules around the following parameters: 

Does the project include all parts that are under design control? What 
about parts manufactured, packaged and labeled at various sites? 

Will you centralize your labeling services? 

If you’re labeling products that aren’t under your design control, do 
you have a process in place to ensure that the design owner has 
process approval? 

Does the scope include “in-process” parts, customized parts, 
“distributed by” parts?  What about the same parts made in 
multiple locations? 

Will you include multiple sites with different ERP systems or different 
Change Management Systems?  

Will you produce labels for special products or custom labels for 
patient-specific parts? 

Will your suppliers have access to your GLS? If so, do you have the 
proper security in place? 

If you fail to set up these rules at the outset, 
you’ll inevitably have to address them during 
the implementation process, causing delays. 

DEFINE YOUR
SCOPE
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Don’t overlook the important creation of 
label specifications that will serve as label 
verification sheets.  
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Deploying a GLS will require additional infrastructure resources 
that you may not have considered. Your network will need the 
capability of moving a lot of data quickly. Outdated systems may 
cause bandwidth and latency issues. If your current systems 
aren’t up to the task, you’ll need your IT team to source and 
administer a system that has the necessary capacity and speed. 
While IT will administer the system, it should ultimately be 
owned by the people responsible for the data and for delivering 
approved labels to the production floor. 

This is also the time when you’ll want to write your work 
instructions for the process of creating, revising and approving 
labels. These procedures are necessary to meet the 
requirements of the Quality System Regulations.

PLAN YOUR
INFRASTRUCTURE

STEP THREE

Will you require flat or 
relational databases? 

Will the system be able to 
interface with work order 
systems for production to 
generate lot numbers and
 label quantities for each lot? 

How will shelf-life algorithms 
be handled? 

Are your peripherals (printers, 
PCs, barcode verifiers) 
compatible with the GLS? If 
not, what is your plan for 
sourcing new peripherals? 

Your IT team will help you 
identify the network 
interfaces required to access 
necessary label data. 
Additional considerations are: 
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With a validated system, a clear understanding of the project scope and 
a strong infrastructure in place, you can now focus on the label data. 
When you start digging into your data, you’ll most likely uncover what 
can best be described as a “mess.” Most databases are full of obsolete 
parts, old logos, incorrect PMS colors, different fonts, varying formats and 
the list goes on and on. 

Although it may seem like a daunting task, now is the time to clean up 
your data. This is an all-hands-on-deck task with many internal groups 
having a stake in the data:

Regulatory for content

Brand for product families

 

CLEAN
YOUR DATA

STEP FOUR

Marketing for font issues

Legal for trademarks.

Use a strong change management process to 
meticulously document every change since this will 
be the only link to your original source data.
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With all of the upfront work you’ve done, it should be simple to migrate 
your data from your old system to your new system, arranging the data 
into the format of the new system. Unfortunately, it’s rarely that simple. 
Many legacy systems don’t operate on databases and you’re left with 
source data in comma-delimited, text or PDF formats. Even if your IT staff 
can help you automate some data migration you’ll probably need to 
hand-key at least some data. Accuracy is critical, and hand-keying data 
can lead to mislabels and recalls. 

If you have to clean up data after it’s loaded into the GLS, the process of 
documenting and providing rationale for changes is significantly more 
complicated. Also, this is the last opportunity to make changes to labels 
without all the versioning controls incumbent in the GLS.

An important decision to make at this point is how many label formats 
you’ll create. Some companies stick to a handful while others have 
thousands. There are pros and cons to each, so you’ll want to evaluate 
your business needs to determine the best strategy. 

As you create your data spreadsheets, it’s absolutely 
imperative that you evaluate, check and confirm your 
data before its loaded in the GLS. 

MIGRATE 
YOUR DATA

S
TE

P
 F

IV
E

6 networkpartners.com



574.377.7151

In this method, one person manually 
compares all of the attributes of the 
new label to the legacy label. 

A second person then performs 
the same check to verify. 

Copies of the legacy and the GLS 
labels are signed and dated, scanned 
and then attached to the appropriate 
change notice. 

Data is now loaded into the system and it’s time to verify that you’ve 
done everything correctly. One of the more reliable and automated 
methods of validating your label format and data is by using Machine 
Vision to compare your new labels to your legacy labels. If Machine 
Vision isn’t available, use “one over one” label comparison.

This is the step where your Quality Department will be quick to remind 
you that any label error is a misbrand and adulterated labels must be 
recalled. Make sure your one-over-one staff has intense attention to 
detail to avoid any recalls. 

CONFIRM
YOUR DATA

STEP SIX

Once this is completed, your labels 
can go live. 
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It’s recommended that you ease into production, to make sure there are no 
glitches in the process. You may choose to start with a single printer, a product 
family, a packaging line or a specific location. By taking a phased approach, you 
can have a backup plan in place for any unexpected developments. 

You’ll be running two labeling systems at once as you bring your GLS online, 
communication and change management will be paramount. You’ll want to 
move through this process relatively quickly as running dual databases for any 
length of time can be problematic. 

After a successful start-up, switch the remaining products over to the GLS in a 
controlled manner. At this point, the ownership of the GLS should be transferred 
from the Project Team to the System Administrator or an appropriate 
department head.

After everything has been validated, scoped, qualified, 
cleaned, migrated and verified, you’re finally ready to go live. 
Devise and document a go-live plan in advance, making it 
clear when the go-live is complete and successful.

GO LIVE!

STEP SEVEN

Hopefully everything went according to plan. 
Now it’s time to take a break, catch your 
breath, and enjoy a GLS that will serve you for 
many years to come.  
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Network Partners is a staffing and consulting firm that partners clients 
in the medical device and pharmaceutical industries with expertise in 
package engineering, labeling systems, cold chain and regulatory affairs. 
This focus results in a deep understanding of the requirements and 
compliance necessary for successful outcomes. 

Our staffing model allows team leaders to turn under-resourced teams 
into productive groups that are better for the company and morale. This 
approach delivers right-sized pricing as well as quantifiable ROI on 
stalled projects, cost savings initiatives and much more. We consistently 
deliver on time and on budget thanks to this flexible model, helping you 
avoid project pauses or cancellations. 

Visit us at networkpartners.com to learn more. 

ABOUT
NETWORK PARTNERS
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