
5 reasons to  
manage regulatory content for 
pharma & life sciences 

Find out why businesses in highly regulated industry sectors, like 
pharmaceutical and life sciences companies, use Esko’s packaging 
management solutions to effectively manage their regulatory 
content and artwork portfolio 
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Gartner confirms
Gartner, industry analysts and experts in this 
field, reported that companies that adopt 
these kinds of packaging and labeling man-
agement systems experience fewer errors, 
have less compliance issues, save time and 
cost throughout the entire process, have 
more consistency and will be better posi-
tioned to react to market and/or regulatory 
changes.1

Pharma & life sciences 
companies choose 
WebCenter
Esko WebCenter is a unique and powerful 
collaboration platform that manages pack-
aging pre-production specification, approval, 
asset management and project life cycle. 

WebCenter delivers supply chain integra-
tion from upstream graphic and structural 
design to delivery of files to the print vendor. 

WebCenter can seamlessly integrate with an 
ERP system—for example SAP. Users can 
easily and accurately import data such as 
the bill of materials directly into the system, 
ensuring that everybody is working from a 
single source of truth, reducing the risk of 
errors and typos. 

Trying to manage the packaging and labeling 
supply chain for pharma and life sciences 
offers unique challenges. 

5 reasons to work 
with a packaging 
management solution
1. Product recalls due to packaging & 

labeling errors
2. Lack of visibility &  traceability
3. Regulatory changes
4. Growing number SKUs brings greater 

complexity
5. Inefficiency & go-to-market delays

 | Executive summary

1 Hype Cycle for Process Manufacturing and PLM, 24.Juli 2015
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All of the inefficiencies in the packaging 
supply chain can result in delays and poten-
tial errors. This can be very serious, because 
mistakes often lead to product recalls. 

Make the process visible
Relying on email and manual processes 
offers no formal reporting structure to 
assure all comments from supply chain part-
ners are followed. 

WebCenter helps with a two-pronged 
approach to reduce the possibility of product 
recalls. The structure of WebCenter provides 
a better process of checks and balances to 
assure that errors do not slip through.

Anyone in the process is held accountable 
because the process is visible. For example, 
rather than pointing to a department to 
actively get involved, specific people are 
identified. 

 | Reason 1: Product recalls due to 
packaging & labeling errors
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Automate the packaging 
QC process
To speed up the revision cycle automated 
proofreading solutions use advanced art-
work and text verification technology.  Both 
the original and revised files are processed 
electronically at 1000 characters / second. 

These quality control tools allows for early 
error detection:

• Text inspection software
• PDF spellchecking
• Artwork inspection software
• Braille and barcode Inspection

Global Vision functionality 
in WebCenter
More important, WebCenter can be 
embedded with Global Vision Proofware, a 
suite of solutions that automatically checks 
quality during every stage of the process. 

Global Vision has a 25-year track record of 
offering quality assurance tools. With apps to 
inspect different elements within your pack-
aging, Proofware is the first all-in-one inspec-
tion solution that has all packaging covered, 
including graphics, barcodes, spelling and 
braille. 

 | Reason 1: Product recalls due to 
packaging & labeling errors 
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Install an audit trail
In WebCenter, when someone verifies spec-
ifications, an annotation with the person’s 
name and digital signature, is recorded. 

As a file is reviewed, commented on and 
annotated, all of that information is collected 
into the WebCenter database, offering a 
complete audit trail. This includes a history of 
when the file was uploaded, what comments 
were made—and when—and whether the 
file was approved or rejected.  

WebCenter also generates a complete 
annotation preview, as well as a record of 
all markups. With WebCenter, project man-
agers are always aware of where—and 
when—decisions are made.

In a manual system, it is very difficult to know 
where in the process you are, and who might 
be holding up progress. 

Determine accountability
More importantly, manual workflows offer 
no way to determine accountability—
which is not only a problem after a project 
is done, but could also allow those in the 
supply chain to be more easy-going in their 
responsibilities. 

An automatic trail of responsibility is cru-
cial—a fundamental requirement for any 
packaging process.

 | Reason 2: Lack of visibility & traceability
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Updating regulatory 
content
WebCenter allows companies to manage 
updates of content, graphics and artwork. 
Reviews and approvals are streamlined in a 
compliant and secure way.

WebCenter maintains a centralized man-
aged process to assure people to do things 
correctly: flagging imperative ‘to-do’ items 
and providing the visibility to everyone so 
they can monitor the process. 

• Strict approval cycles ensure shorter 
turnaround times

• Roles and responsibilities are well 
defined 

• There’s a full audit trail and version 
control

• Copy management streamlines updates

The last thing you want to do is fall behind of 
regulatory changes, making yourself liable to 
penalties. 

Every day Esko helps businesses in highly 
regulated industry sectors. Pharma and life 
sciences companies effectively manage their 
regulatory content and artwork portfolio 
with Esko’s WebCenter.

 | Reason 3: Regulatory changes
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Managing copy
A major challenge is collecting the correct 
copy. With the Dynamic Content tool and 
integrated content management capabili-
ties, WebCenter can automatically import 
different product statements like regulatory 
copy or information about the dosage. It can 
route those specific statements individually 
for approval and translation. 

As the statements are approved within 
WebCenter, they can be linked via GS1 XML 
directly into Adobe® Illustrator® and linked 
to an artwork template.  Working this way 
reduces the lead times because all content 
flows in the artwork automatically. Copy/
paste errors become a thing of the past and 
companies can be sure that the artwork 
always contains the latest content from the 
content management system.

 

With growth, there is no longer a limited 
list of SKUs. New products are being devel-
oped. Different—and emerging—markets 
require a number of SKUs just to control the 
regulatory requirements for the many dif-
ferent global markets. With more and more 
products being developed in the pipeline, it 
becomes more difficult to manage the wide 
range of content that is being created. How 
do you control everything?

Eliminate surprises
WebCenter helps to optimize the process. 
Because it is centrally managed, it consol-
idates, manages and controls procedures 
and policies—with no variation. There are no 
changes or surprises. Everything is trackable 
and as regimented as possible.

 | Reason 4: Growing number SKUs 
brings greater complexity
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Prevent delays
Because of WebCenter’s controls, it is pos-
sible to identify ‘back-ups’—individuals who 
can assume responsibility for a task if the 
person usually responsible is not available. 

This prevents delays of a target date. With 
WebCenter, you have more control than you 
ever had before.

Every product introduction comes with a 
deadline. If it is not reached, coordinated 
efforts with sales and marketing could be 
damaged. Days or weeks of potential income 
can be lost. 

Intelligent workflows 
guard deadlines
After project information has been specified 
and collected, the WebCenter workflow is set 
up and initiated. WebCenter ensures that 
you are collecting the right information at 
the right time from the information owners. 

WebCenter provides visibility to where users 
are in the process and helps ensure that 
everything is on time. 

At task kickoffs, users will receive email noti-
fication and a link to the project dashboard 
where, at any time, they can see a real time 
list of activities that must be completed. 
Deadlines can be automatically imposed, 
and escalating notifications can be delivered. 

 | Reason 5: Inefficiency & go-to-market delays
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Gartner on Esko
Gartner has reported that it “sees Esko as 
among the most prominent labeling and 
artwork providers across Gartner clientele... 
When reviewing Esko’s capabilities, strong 
functionality and ease of use stands out. 
Also, Esko has a growing services business 
that serves the full supply chain needed 
to support packaging, including procuring 
materials, printing and packaging design. 
Esko emphasizes the ability to design and 
review labeling and artwork in 3D.”2

Esko: strong in the 
complete packaging 
supply chain
Esko has many years’ experience working 
with pharmaceutical, life sciences, biopharma 
and medical device companies; all of them 
within the top 100 and many in the top 10.  
We not only provide packaging and labeling 
management software, but also graphic and 
structural design prepress tools and pallet-
ization software for the entire supply chain. 

Fully compliant with 21CFR part 11
WebCenter is fully ERES compliant according 
to the FDAs CFR21 Part 11 and EudraLex 
Annex 11 requirements, with every user 
having a unique login, password and digital 
signature.

A full validation package is also available to 
show the complete documented testing and 
development procedure from start to finish—
to confirm that WebCenter will function in a 
controlled, repeatable and consistent manner. 

Esko’s dedicated packaging management 
solution helps life sciences and pharmaceu-
tical companies:

• Build quality into your process
• Reduce risk of errors at every stage
• Maintain absolute control and 

compliance
• Manage the challenges of controlling 

your packaging assets, copy and content
• Adapt to changing regulatory 

requirements with ease

Contact us for more 
information
If you want more information, contact us at 
info.eur@esko.com or visit 
www.esko.com/packaging-management.

 | Want to know more?

² Market Guide for Label and Artwork Management 
Software Vendors, 9 de octubre, 2014


