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Serialization is set to revolutionize how business 
is done in pharma.  It is a complex technical 
project involving engineering systems at line, 
distribution operation levels and enterprise 
IT systems at site and global levels. Looking 
ahead, the digital transformation brought by 
serialization will positively impact business 
processes in the battle against fake medicines. 

Coming back to today’s reality, and despite the 
years given for implementation, witnesses will 
notice that a vast portion of the manufacturing 
landscape is behind schedule and now 
scrambling to meet the globe’s approaching 
compliance deadlines. 

Research last year forecasted that the majority 
of the market’s contract manufacturing 
organizations (CMOs) would not be ready 
for the approaching US and EU serialization 
compliance deadlines. This could spark 
a lot of issues, leaving many market 
authorization holders (MAH) without adequate 
manufacturing support. 

Little room for delays before deadlines hit 

Some are hoping that the enforcement of 
deadlines will be pushed back. If this prediction 
doesn’t come to fruition, late adopters are going 
to be critically reliant on excellence in project 
execution. 

However, as noted by packaging and labelling 
expert Andrew Love: “Given the immature and 
evolving nature of serialization and the over-
stretched supply base, things are undoubtedly 
going to go wrong.” 

Learning the hard way 

Many have underestimated the complexity of 
serialization implementation and, as a result, 
have had to stomach a few surprises.

Mistakes in implementation could threaten 
long term growth for a pharmaceutical firm and 
even go so far as to strangle their capability to 
fully comply to requirements. It’s essential to 
proactively rectify and mitigate the root causes 
of implementation issues, as problems tend 
to accumulate over time causing production 
delays and additional efficiency related costs. 

Around 30% of respondents in Pharma Logistics 
IQ’s 2017 research noted that implementing 
serialization had effected their production 
cycle more than expected. Also, the majority 
of participants spotted significant challenges 
ahead on the route to full FMD compliance, 
more so than the year prior. 

Experts have asserted that the industry is 
suffering from a knowledge gap regarding 
the complexity and resource intensiveness 
of serialization. These projects hold many 
unknowns which can emerge to have tangible 
impacts on innovation rates and productivity 
levels. 

In order to help soothe this knowledge gap, 
Pharma Logistics IQ speaks to Alessandro 
Stroscio, Solution Architect and Functional 
Consultant of Rockwell Automation, a 
weathered expert in the world of track and 
trace to harness his learnings and hear the 
experiences he has witnessed first hand.  

Alessandro Stroscio
Functional Consultant 
– Life Sciences  
Rockwell Automation

Seasoned traceability expert  Alessandro  

provides his key lessons learned 

in his experience of serialization 

implementation projects. 
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The dangers of leaving implementation too 
late

Recent surveys report that only 25% of 
companies are ready for serialization 
deadlines. Of course, being late when 
regulations come into effect would push 
those players out of the market and the 
only way to avoid such business issue 
would be to externalize the production of 
prescription drugs to other manufacturers 
that have already adopted solutions to meet 
serialization requirement. 

In order to avoid such critical situations, 
Rockwell Automation is strongly supporting 
companies that are not yet fully compliant. 
Those companies can either be CMOs or 
MAHs. When working with an MAH we might 
discover that one or more of its CMOs are 
not yet compliant: in this case we provide 
complete support to facilitate the serialization 
implementation also for the CMO(s) so to help 
preserve business compliance and continuity 
across the MAH supply chain network. This is 
one of the added values of our proposition, 
demonstrating that Rockwell Automation is 
not simply a serialization solution provider, 
but actually supports pharma firms in their 
business. 

Lack of line standardization 
A lack of standardization can be a relevant 
problem especially in the medium/long 
term, challenging the business growth of 
a company after a serialization system has 
been deployed. Different and proprietary 
components on the shop floor as well as at 
IT level can cause reduced interoperability 
and future incompatibilities. This is especially 
problematic in reference to the required 
integration with external supply chain systems 
like central regulatory body databases (e.g.: 
EMVO EU Hub).

In order to avoid such problems, we’ve come 

up with a holistic serialization solution: a 
modular architecture consisting of several 
components working together, built on our 
standard platform consisting of the off-the-
shelf software called PharmaSuiteTM that 
includes all the extended functionalities 
needed to cater to the specific requirements 
of serialization. Specifically, PharmaSuiteTM 
provides a complete solution to centrally 
model all the different packaging lines 
installed on a production site, manage master 
data and serialization data (such as materials, 
recipes, packaging orders and, of course, serial 
numbers) and to handle all the serialization 
activities to be performed at runtime on the 
shop-floor. The set of components includes 
both interface with production devices and 
communication with external systems like 
ERPs, Serial Management Systems, EPCIS-
certified repositories and central authority 
repositories (such as the EMVO EU hub) 
identifying an architecture that provides 
interoperability across of all the five levels of 
the ISA-S95 model.

A key principle for us is that we integrate 
devices with open protocols and standard 
communication techniques that do not force 
customers to buy a black box and a closed 
system. In this regard, RA Rockwell Automation 
is working to the adoption of the Open-SCS 
protocols, which will guarantee even more 
interoperability across different technologies 
and levels.

In any case, Rockwell Automations’ 
serialization solution allows users to preserve 
existing equipment and assets thus saving 
previous investments because it is designed to 
provide several deployment models, including 
retrofit. 

The organizational and technical challenges 
creep into serialization projects

In regards to the organizational challenges, 

3

Chris Burgess on localisation considering the international scope of 

bigger game titles: 



serialization introduces a completely new way 
of doing business, not only for manufacturing 
companies, but for the entire supply chain. It’s 
changing the perspective across the shop-
floor level, IT, business management, the legal 
department, regulatory teams and quality 
control. It involves new investments and 
systems, but also new habits that everyone 
across the supply chain must adopt.

There are three main technical challenges:

• Data management – TThe solution used 
must be flexible with an efficient architecture, 
with interfaces that are separated in terms of 
technology and data processing. It also has 
to guarantee uniqueness and ownership of 
the data throughout the flow of information 
between all the levels from shop-floor to 
the external supply chain and supranational 
repositories. 
• Scalability – In the life-cycle of a serialization 
solution you might need to shift from a pilot 
line to management of multiple lines and 
possibly to deploy the solution to several 
production sites. You may have to migrate to 
new technologies, deal with new regulations or 
perhaps cover new markets. 
• Integration – Manufacturers need to 
realize their investment by integrating the 
components of the solution successfully 
on the shop-floor. So they need to manage 
the diversity of technology and product 
formats at a line level, also with scope for 
new serialization technologies to be added. 
But at the same time, integration of several 
systems across the supply chain (ERP, Serials 
Management Systems, EPCIS-certified 
repositories, etc.) is a critical aspect impacting 
the deployment of the solution.

Golden rules for serialization projects 

Key lessons emerging from our experience 
with several serialization customers can be 
summarized as follows:

• Clear objectives: Project scope and its 
impact on a business must be clear from the 
beginning considering that serialization is not 
only “print & check” implementation, but in fact 
it is a comprehensive and multi-layered project 
involving all departments.
The number of production sites/lines to 
be deployed with/without aggregation 
depending on target markets must be 
analyzed carefully so a consistent roadmap can 
be prepared in accordance with compliance 
deadlines.
• Cooperation: The deeper the manufacturer’s 
cooperation is with their serialization provider 
the better the project’s results will be. We’ve 
seen first hand that when a manufacturer 
lets Rockwell Automation “dive into” the 
packaging processes analysis, we can better 
consult and give relevant support to indicate 
valuable changes in procedures and habits in 
accordance with serialization needs. 
• Engagement and buy-in from business 
representatives: It is necessary to drive the 
serialization project with a confident and 
ambitious outlook from the management 
team. Fighting against “resistance” to 
technological changes and fear of new 
systems and procedures makes the project 
management and commissioning way more 
difficult. On the contrary, trust and enthusiasm 
from key decision makers fuels project teams 
with support and commitment especially 
when facing strong technical challenges. • 
Mid-long term strategy: A key element of a 
successful project is perceiving serialization 
as a new business driver rather than simply an 
additional regulatory obligation or cost. In this 
regard, in our view the landscape is changing. 
A number of manufacturers have shifted from 
focusing on the machinery at the shop-floor 
level towards looking at the broader business 
benefits this project contributes to their digital 
transformation journeys. 
• Stakeholder involvement: Departments 
must be boarded onto the project at the right 
times instead of introducing them at the very 
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last minute before a serialization system is 
switched on. Operations, Quality, IT, Logistics, 
Engineering teams all contribute to the success 
of the project as well as the profitable use of 
the system once it is in place. Training sessions, 
tailored presentations and knowledge sharing 
are key elements throughout the whole 
project. Rockwell Automation keeps providing 
as much support as possible to manufacturers 
in these activities.

We’re constantly encouraging our customers 
to base their serialization projects on these 
key points as we work together to achieve 
business targets. In this context, Rockwell 
Automation is not simply a solution provider, 
but it is a company willing to establish strong 
long-term relationships with manufacturers. 
This is especially true considering the various 
capabilities we have as global Industrial 
Automation and Information Solutions 
provider. In fact, serialization is the open door 
to the integration of other solutions and 
products of the Rockwell Automation portfolio 
to boost a customer’s business. One example 
is the implementation of a MES Solution 
based on the same PharmaSuiteTM standard 
platform. The benefit of this approach is the 
seamless integration of different functionalities 
onto the same software engine and 
technology representing a key differentiator 
for Rockwell Automation’s value proposition 

against many competitors. Further integration 
steps could for example include the adoption 
of Rockwell Automation’s analytics solutions 
and reporting systems aimed at providing 
customers with full data-driven decisions 
support tools. On top of these capabilities, 
Rockwell Automation’s added value offer 
comes with a portfolio of extended services 
like 24/7 remote monitoring and support, 
IT/OT infrastructure deployment services 
from initial assessment down to design and 
implementation. 

Looking ahead: Serialization & the digital 
transformation brought by Industry 4.0

Digital transformation brought by Industry 
4.0 cannot be identified by a single event or 
project. On the contrary, it is a path for business 
growth and maturation with the final objective 
of increase productivity and reduce risks 
thanks to improved visibility across operations 
and supply chain network and better asset 
utilization. Digital transformation is based on 3 
pillars:  people,  process, technology. 

Serialization impacts all of these pillars as 
it brings in new skills and working models 
leveraging the technological revolution 
driven by the convergence of OT (Operations 
Technology) and IT. In this context, serialization 
is an implementation model for Industry 4.0 
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strategical module in the set of value creation 
elements in the supply chain. 

In fact, recent surveys report that more 
than 70% of pharma companies agree that 
serialization data has the potential to transform 
existing business processes with the greatest 
value, increasing productivity and enhancing 
brand and revenue protection. Thanks to the 
ability to track and trace unique information of 
every single saleable item, a huge amount of 
valuable data will be shared across enterprise 
departments and the supply chain, laying 
the foundation for effective and data driven, 
informed decision making.

Moreover, the implementation of a serialization 
system actively contributes to the data 
integrity requirements that are becoming 
more and more important for all the partners 
of the supply chain. 

Finally, we can also add that Life Sciences in 
such a way is acting as the pioneer for other 
industries. In fact, considering all the benefits 
brought by this digital transformation, some 
other industries like Cosmetics, Luxury, 
Dairy and many others with high added 
value products are also investigating the 
implementation of a serialization solution that 
will help them:
•Minimize the issues caused by counterfeiting 
(e.g.: product adulteration impacting 
consumers safety)
• Protect their brand and prevent financial loss
• Manage production based on the trend 
of personalized products and personalized 
marketing programs
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