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LifeBee - Digitalizing Life Sciences www.lifebe.com is a Consulting boutique dedicated to Life Science, a field in which it 
counts more than 70 active Clients. Founded in Milan about 18 years ago, today also based in Lugano, LifeBee has more than 
50 professionals with extensive experience in the field. LifeBee accompanies bio and chemical pharmaceutical, medical devices, 
nutraceutical and cosmetic companies in their path of  digital transformation, operational excellence and compliance.
It has always pursued a strong focus on GxP regulated areas such as: Manufacturing, Quality Assurance, Laboratories, Logistics, 
Serialization, Regulatory Affairs and Pharmacovigilance.

The Covid-19 tsunami has further showcased how 
digitally triggered transformation plays a central role 
in fully enabling, and in full regulatory compliance, 
remote work when conditions require it. Indeed, it 
makes work “smart” anyway.
In fact, today it is possible to remotely manage most of 
the business processes, provided that the digitalization 
process is properly triggered, which means not only 
having digital systems and 4.0 technologies, designed 
and maintained properly, but also having them 
properly integrated and having procedures and trained 
personnel, in order to make the processes more fluid 
and effective: the real digital transformation.
LifeBee - Digitalizing Life Sciences - from its privileged 
observatory, takes us through an excursus on the 
state of the art of digitalization in our area, thanks 
to testimonies, both direct and collected, by Alberto 
Augeri, Mirka Broccato and Teresa Minero, with front-
line figures of the chemical-pharmaceutical companies 

and medical instrumentation.
The topics of the testimonies: the point of view on the 
digital transformation process, how their company is 
moving specifically and, finally, how the pandemic has 
impacted on the activities, organization and projects 
of digitalization in place and to come.
The scenario outlined shows clear evidence: the process 
of digital transformation is no longer just one of the 
possible options for innovation and competitiveness 
for Life Sciences companies, but a pressing and 
unpostponable necessity.

The pandemic has highlighted the increasing value that the digitalization process can bring, 
particularly to the regulated activities of  life sciences companies.
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The Covid-19 tsunami has further showcased just how 
central a role digitization plays in making it possible to 
work remotely, in total compliance, when conditions require 
it The role of the Qualified Person (QP) is to ensure the 
quality of the medicine through the application of GMP. 
For GMP, a medicine is not just tablets in blister packs or 
solutions in vials. A medicine is also the expression of the 
Quality System of the company that produces it, of good 
management practice of machines, documents and data, 
of the competence of the personnel who produce it, 
control it and verify the adequacy of its processes. And 
much more. And so, the question is: how can one person 
today, on his or her own responsibility (including criminal 
responsibility!), ensure that everything related to the 
production of the medicine is working well? Moreover: 
that it works robustly and permanently? People used 
to believe that the task of ensuring the quality of our 
medicines fell to Quality Control. QPs relied on the lab 
technicians, their samples, and their test results to make 
sure the product was compliant and of adequate quality. 
Then, it became clear that no matter how statistically 
significant a sample might be, and no matter how reliable 
an analytical method might be chosen, developed, and 
validated, something can still fail without QC being able 
to intercept it. A reactor temperature can rise due to a 
probe malfunction, risking product stability and resulting 
in complaints or market returns. It can happen that a 
maintenance technician changes the filter of a machine 
with an identical one but from another supplier, with 
the consequence that the chromatographic profiles show 
peaks of unknown impurities that cannot be justified. 
Well, in all of this, how can QP provide the guarantee of 
compliance and respect for standards that is expected of 
its function? How can it in science and conscience ensure 
that the quality of the process in its entirety is met with 
certainty or at least with a good margin of certainty? 
Increasingly, thanks to the availability of new digital 
technologies, the answer is clear: we need infrastructure 

and systems that collect our data and process it. Then, it 
is always the technical experts, competent, trained in the 
use of digital technology who interpret them and derive 
the information necessary to allow QPs to make informed 
decisions. In short, you need: integrated digitalization 
projects targeted to the specific needs of the company.

The QP and the digitalization process
We need digital solutions, such as Manufacturing 
Execution Systems (MES) that collect critical process 
parameters (CPP) from plants and control systems. Our 
production experts interpret those parameters with 
a glance but, if that glance is turned elsewhere for a 

moment, are lost forever, and with them the possibility 
of knowing the real history of that batch is lost. It is 
necessary to guarantee the possibility of linking what 
happens during the production of each batch with what 
will happen to that batch later, when it is being analysed 
and then distributed to pharmacies.
Vital process data is needed for QPs to monitor production 
progress and allow them to make the right decisions in a 
timely manner whenever needed, even when 
they are not physically present in the production shops. 

As can happen all the time, but it can be especially 
useful during times like these.

Quality processes
We need digital solutions that allow us to connect 
departments that are only apparently disconnected. 
To promote a culture of information exchange and 
banish siloed work forever. This is the case with EQMS 
(Enterprise Quality Management System) solutions, with 
which we can integrate the purchasing department and 
logistics with Development, Quality Control, Quality

Assurance and production.
What does it have to do with the purchasing department? 
It does! For example, when a supplier of an excipient 
suddenly stops supplying us with a raw material because, 
as we have learned very well in recent days, a global 
health emergency has put the markets in crisis. 

And then you need to find an alternative source, 
evaluate an immense number of documents and do it 
quickly because production has already been scheduled. 
It is especially at times like these that a digital solution 
can make change control processes efficient and secure, 
ensuring that all those involved are put in a position to 
express their judgement quickly and objectively.

Labs
We need digital solutions that allow us to collect data 
from laboratories and allow us to quickly link the trend 
of a process parameter (CP) with that of a critical 
quality attribute (CQA). These are the LIMS (Laboratory 
Information Management System) and ELN (Electronic 
Laboratory Notebook) solutions.
Systems that allow us to compare the performance of 
the particle size profile of a component with the mixing 
times of the product that contains it, to spot the case 
when that specific supplier has modified its process and 
drifted one of our CQA.
Only with this information available can technologists 
have a thorough understanding of the processes and 
intervene in advance, before the non-conformity is 
generated, before having to run for cover with a batch 
of product ready to be shipped. 
Only with this information is the QP able to express a 
judgement of the overall conformity of a medicine, even 
if forced to supervise the workshop far away from his 
workstation. 

The complexity of  the facilities 
Also: how can QP exercise its role in monitoring the 
adequacy of facilities, as per Chapter 3 of the GMP? 
It certainly cannot be assumed that he has unlimited 
knowledge, infinite availability, and that he personally 
verifies the compliance of all machines in the workshop. 
To ensure the quality of the process, you need integrated 

QUALIFIED PERSON 
AND DIGITALIZATION
The Covid-19 tsunami has further showcased how digitization plays a central role
in making it possible in full compliance to work remotely, should the conditions require it.

Mirka Broccato { Integrated digitalization 
projects, targeted to the 
specific needs of  the company, 
are necessary to ensure 
the quality of  the process.
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digitalization projects that are tailored to your company's 
specific needs.
In order to be able to ensure in a timely, fast and safe 
manner that the equipment with which we have produced 
a batch of medicine is in a proper state of maintenance, 
he must have, once again, adequate information.
A company with a CMMS (Computerized Maintenance 
Management System) solution is a company that 
guarantees, in a safe and fast way, the necessary 
traceability between batches of medication, production 

machines and their maintenance status. 
It is a company that, when faced with a complaint, a 
non-conformity, is able to make an adequate and fast 
root cause analysis. 
It's a company whose key people have the information 
they need to identify effective CAPAs when they need 
them and wherever they may be. 
And not a day later. Because that day could be decisive.

The “supervisor” role
And finally, how can a QP ensure that each and every 
batch of  a drug has been manufactured in accordance 
with GMP and marketing authorization?
Every day, with its signature, the QP is responsible for 
ensuring that every activity performed to transform raw 
materials into a medicine has been done properly. 
That it is done according to approved procedures and 
methods. To procedures and methods that our authorities 
have authorized. The best way for a QP today, with 
appropriate peace of mind, to be a guarantor of this 
oversight role is to be able to rely on a system that 
exercises active control over every single step of the 
manufacturing process. A system that collects data as it 
is generated, that interacts with the operator and alerts 
where an event does not meet the expected standard.
Yes, we are still talking about a digital solution, namely 
an EBRS (Electronic Batch Record System). Of course, 
properly designed and validated.
With an electronic BR available, complete, accurate and 
readable product release can be done with confidence, 
even remotely. As can be required, in particular, at the 
time of Covid-19.

Is digitalization for everyone?
The digitalization of a company is unfortunately still 
perceived as a long and expensive process for medium 
and small Italian companies, but it may not be so. One of 
the strengths of the digital solutions available today, also 
thanks to the advent of 4.0 technologies, is that yes, they 

are integrable, yes, they are easily validated, but above 
all they can be implemented one step at a time, based 
on one's needs and with sustainability.
You have to be clear about where you are and where 
you want to go. Know your key processes, map them and 
bring out strengths and weaknesses, especially in terms of 
compliance and efficiency. Establish the benefits that can 
be achieved with the available resources, knowing that 
you are beginning a journey of continuous improvement 
with your own destinations, your own stages and your 
own pace.

QPs and the digital enterprise, drawing some 
conclusions
Digitalization projects make it possible to greatly increase 
the usability of information at all levels, not just at QP. The 
digital company thus gives itself the possibility of freeing 
itself from the logic of the physical presence of personnel 
and makes possible not only an active surveillance, but 
also an active operation from a distance, creating the 
right substratum for the development of smart working, 
even of the various key functions.
History these days teaches us that a digital company is 
also a more resilient company: in times of emergency, it 
is able to keep the core processes of its business alive.
For QPs, it's helping to ensure that medicines, whose 
quality and adherence to regulations they oversee every 
day, continue to get to the patients who need them in 
a timely manner.

{ One of  the strengths of  
the digital solutions available 
today is that they can be 
implemented one step at 
a time, based on your needs 
and in a sustainable manner.

PLANT MANAGER 
AND DIGITALIZATION

Toni Valente is the Director of Pierrel’s Capua plant, an 
Italian company leader in the production of specialty 
pharmaceuticals and the development, registration 
and licensing of new drugs and medical devices, with 
more than 75% of production destined for foreign 
countries. Valente answers us with his usual courtesy, 
by videoconference from his office, to tell us about a 
strategic and feasible horizon that Pierrel is drawing in 
a growth scenario.
A scenario of change that, already dense, has been 
made incandescent by the unexpected urgencies 
brought about by the current events dictated by the 
Covid-19 emergency.

You have always been personally involved in leading 
the digitalization plan of  your production site, a real 
company within a company: can you explain why?
Because a serious digital plan is pervasive in all activities 
and all aspects of the site. There is no such thing as 
an end in itself, nor a process that is detached from 
the organizational context, nor an organization that 
disregards information. With a strong value of evolution 
and innovation, this is what the company decided, years 
ago, to pursue with firm determination.

What requirements prompted you to consider and 
then launch a digitalization plan?
It was precisely a strategic choice, entirely inherent to 
our company’s development plan. With a position of 
sectoral pre-eminence in the field of dental anesthetics 
in the United States, in 2018 Pierrel decided on a further 
relaunch, also in Europe and globally, implementing 
interventions on operational management and on the 
same production capacity of the Capua plant.
In terms of operational management, there are two 
references: compliance and a lean approach, which 
also act as a guide for increasing capacity. Inevitably, in 
practice, this translates into digitalization of the company, 
in all its applications.
We coined the acronym AID, which for us means 
automation (of the operational field), integration (of cross-
functional and inter-company relations), digitalization (of 
data and metadata for easier processing).
Let me explain it with an example: if the daily reports of 
production, scheduling and management control arise 
from individual processing of original data but reworked 
on autonomous Excel files, then automation, in addition 
to helping field operators, can generate unambiguous, 
contemporary and certain data for the three points of 
view, giving uniform information to the management in 

The Covid-19 tsunami has further showcased just how central a role digitization plays 
in making it possible to work remotely, in total compliance, when conditions require it

Alberto Augeri

Author
Mirka Broccato, QP & Gmp compliance executive consultant, LifeBee Digitalizing Life Sciences
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And in all of  this, the health emergency came into its 
own....
The pandemic emergency, in my opinion, has been 
a booster: an amplifier and catalyst for an ongoing 
process that many companies, organizations and civil 
society itself were planning in a much more gradual way.
We found ourselves overnight overturning attitudes, 
behaviours and organizations that had been established, 
for better or worse, for years. It was necessary to adapt 
immediately in order to maintain business continuity, 
which was necessary for many reasons, especially within 
the pharmaceutical industry, both in the corporate 
system and with regulatory agencies and customers. In 
fact, we adopted more streamlined procedures, which 
required a different mental and operational approach, 
with a different way of relating to the exercise of our 
responsibilities.
As far as we are concerned, for example, without 
mentioning the many measures implemented in the plant 
to increase distancing and safety, now, despite the fact 
that the plant operates h24 7/7, more than 30% of the 
staff in the support structures work in remote working 
mode. 
In this scenario, the role of the plant manager is to 
ensure the flow of information between those in the field 
and the remote functions or parts of them, ensuring the 
availability of certain, reliable and continuous information.
Obviously, the information solutions already included in 
our AID plan have been of enormous and indispensable 
support but, precisely for this reason, in light of what has 
happened they must be expanded and consolidated. In 
the end, we can apply to our companies the challenge 
we face as a civil society: after this pandemic, will we all 
go back to being the same or will we be different?
Personally, I believe that we need to evaluate this 
working moment by stripping it of the emergency need 
and replicating its positive aspects within a procedural 
and organizational mechanism, so as to make systematic 
and fluid what has been achieved in the situation of 
necessity that we found ourselves facing.
As far as our company is concerned, we can say 
that this booster has, on the one hand, confirmed the 
structure of our approach to AID and, on the other, 
has offered procedural, organizational and informative 
experience that we will immediately bring to bear in the 
implementation of the plan.

Let’s go back to your digitalization plan: how does 
it unfold?
We conceived the plan in five years, with a preliminary 
study of the needs that involved a specific team for three 
months, in order to consider all the operational processes 
of the plant on which to intervene in integration and 
digitalization. Certainly, the plan must pursue compliance 
and a lean approach, with a focus on execution and 
controlled transition of the operational transformation 
that must be incisive and rapid, but necessarily 
gradual and sustainable. Basically, we are operating 
in the intermediate sector between ERP operational 
management and plant and instrument automation, both 
of which are well covered by state-of-the-art solutions, 
achieving full integration of information and interactions 
between company functions at all levels through 
digitalization.
We are talking about the replacement of existing solutions 
and the realization of new solutions and interactions for 
integrated laboratories; for internal logistics to increase 
the robustness and efficiency of plant material handling; 
for the connection and integration of all field automation 
with multiple values in terms of execution, control, 
analysis at multiple levels; for digitalized and shared 
document management; for electronic batch records 
both in drafting and review, for shared quality assurance 
processes, for digitalized and predictive maintenance.
In short, we’re making reality a hypothesis from which we 
started years ago. For our company, which is a medium-
sized, highly internationalized Italian company, all this 
represents an innovative, invasive, costly, engaging and 
ultimately profitable challenge. We are impatient to see 
the first results, not only in financial terms, but above all 
in terms of induced benefits, meaning the interactive, 
efficient and effective internal and external integration. 
The first signs tell us that we are on the right path and 
we look into more concrete elements to confirm our 
intuitions.

an integrated way and with defined and digitalized flows, 
to allow timely, intelligent and targeted reports on which 
to reason.

What is the goal?
More generally, AID’s plan is a precise commitment to our 
continuous improvement: starting from a position of best 
in class certainly helps us, but consolidating and evolving 
remain our priorities. This is even truer if we also consider 
our other goal: the substantial doubling of production 
capacity by 2021, which entails a significant expansion of 
the plant’s operational areas.
In other words, our development plan acts simultaneously 
on two very challenging fronts: the more classically 
engineering and plant engineering one and the digital 
transformation of activities and organization.
You can imagine the ambitious level of investment, on the 
one hand, and of commitment for all staff, on the other.
We are also aware that we need valuable external 
expertise, such as yours, to support us in our transformation 
process: therefore, to support our ambition, we have 
made a careful choice of our partners to support us in 
management, design and technological best practices.

What benefits do you expect from digitalization?
The benefits should be tangible in day-to-day operations 
with less rework and disconnection.
We expect every function, at every level, to develop 
greater speed of action in all decision-making processes, 
reacting more quickly and indeed anticipating the trend 
of events, from the single process event to the trend 
of operational activities, to the global strategy on the 
international market.
All the more so in an organization like ours, which I like 
to represent, rather than with responsibilities enclosed 
in boxes of the organization chart, as small clouds that 
interact: it is a value of our company.
This model is reinforced and supported by the sharing of 
information: certain, unified, accurate and well organized 
for each user, at all levels. The first obvious effect of the 
plan is even greater collaboration and interaction between 
business functions.
Simultaneous and fundamental effects are a reduction in 
rework (at all levels), an increase in efficiency, a reduction in 
waste and movement (remote working, also in perspective, 
is one of these). Therefore, a digitalization process, 
conceived in this way, will allow us a new structure of 
continuous improvement, in a scenario, I repeat, of at least 
doubled production.

PIERREL
Pierrel S.p.A. is specialized in the 
production of  pharmaceutical 
specialties (Contract Manufacturing 
Division) and in the development, 
registration and licensing of  new 
drugs and medical devices (Pharma 
Division).

The Pierrel Group - listed on the 
Mta market organized and managed 
by Borsa Italiana - has over 60 years 
of  experience in the pharmaceutical 
sector and is one of  the leading 
European producers of  local and 
dental anesthetics.
Pierrel owns a production plant in 
Capua, near Naples (Italy), authorized 
by Ema (European medicines 
agency) and Fda (Food and drug 
administration) for the production of  
drugs for injectable use in asepsis.

The subsidiary Pierrel Pharma S.r.l. 
with sole shareholder has registered 
and distributes the dental anaesthetic 
Orabloc® in USA, Canada, Russia 
and CIS countries, Europe, Africa, 
Asia and Far East. The registered 
office of  Pierrel S.p.A. is in Capua 
(CE), Italy.

Author
A. Augeri, Executive Consultant LifeBee – Digitalizing Life Sciences



10 11

COMPLIANCE 
QUALITY AND 
DIGITALIZATION 
DIRECTOR
The Covid-19 tsunami has further showcased just how central a role digitalization plays
in making it possible to work remotely, in total compliance, when conditions require it

Alberto Augeri

Matteo Santi is Compliance and Quality Director at 
Helsinn Group, a Swiss company with a broad portfolio 
of innovative therapies for cancer and rare diseases, with 
worldwide distribution. Matteo Santi is responsible for 
the integrated compliance and quality system of Helsinn 
Group, ensuring and monitoring that business, research 
and manufacturing activities meet the highest professional, 
ethical and quality standards. As data protection officer 
he also ensures the protection of personal and sensitive 
data processed by, or on behalf of, the Helsinn Group.

What was your company’s response to the restrictions 
posed by the pandemic?
Helsinn immediately followed the evolution of the 
crisis and reacted promptly. In Lugano we have our 
headquarter, the R&D and Commercial divisions, and the 
legal offices. Production is in Biasca, 30 minutes north of 
Lugano, and in Ireland. In the United States and China 
we have two commercial offices. I remember perfectly 
the first meeting to discuss the first actions to be taken: 
it was a Monday morning at the end of February, during 
the weekend the first red zones had been declared in 
Italy. The first measure taken was to create a task force 
to coordinate activities, to keep our general manager 
and the CEO informed on time and whose main role 
was to take all the necessary measures to safeguard 
the physical health of our employees and to adopt all 
the necessary measures to support business continuity. I 
personally participated in the definition of the measures 
to be adopted at the Lugano headquarters, while 
maintaining close collaboration with the local task forces.  

The most important aspect right from the beginning was 
to prepare ourselves to allow 100% of our staff to work 
remotely. In the Lugano office, remote working was not 
new, but until then only 20% of employees were using 
it. The aim was to provide the necessary technological 
support to enable around 200 people to carry out 
their work away from the offices. For our plants, the 
issue was more complex: the presence in the plant 
was necessary to continue production, so additional 
measures were adopted, such as reducing the number 
of daily presences, measures to maintain distancing and 
subdivision into groups for a discourse of traceability 
in case of contagion. In defining the measures to be 
taken, it was essential for us to intervene in the most 
appropriate time and manner, taking into account the 
decisions that were taken on both sides of the border, 
given that some colleagues reside in Italy. As we all know, 
within a couple of weeks the situation precipitated, with 
the lockdown in Italy and the increase of cases. At that 
point, Helsinn decided that all the staff in the Lugano 
office should work remotely. That was March 9. Within 
two weeks, the IT team had succeeded in the impossible 
mission of extending the ability to work remotely to 100% 
of the headquarters staff. Colleagues began working 
from home and are continuing to do so.
A phased re-entry began in early June, but until the end 
of August it was decided to keep staff density low in the 
offices to ensure adequate social distancing. 

What were the digitalization projects within your 
organization that enabled such a fast and successful 

{A decisive element of  pandemic 
response has been the prompt 
response based on the digital 
transformation initiated.
With lessons for a reasoned, 
rapid, effective development
of  the digitalization plan.

transition to remote working? 
As you also know, Helsinn has invested in digital over 
the years, many processes are now fully electronic. 
The lifecycle of GxP documents, (about 3,000 policies, 
procedures and forms), the main flows of the Corporate 
quality management system (change control, deviation, 
Capa, Oos), the LIMS laboratory systems, the batch 
release, the review of contracts, the ethics and 
compliance assessment of third parties (about 2,000 
third parties), are now smart and paperless processes. 
Add to this the ability to do meetings and training and 
share documents through content management and 
collaboration platforms. Communication and the sharing 
of documents in a fast and secure way were the elements 
that allowed our colleagues to continue to work without 
inconvenience, even if they were far from the office. And 
then we made a virtue out of necessity: other processes 
and initiatives have come into being in recent months. 
For example, our marketing department has been able 
to reach our partners through the creation of virtual 
rooms, as has our medical affairs department, which has 
successfully organized virtual advisory boards. On this, 
we are currently relying on external companies, but we 
will soon evaluate the adoption of our own system.

What are the benefits, what can be done today that couldn’t 
have been done, had those systems not been “live”?
These are almost always existing pre-Covid emergency 
solutions: what seemed obvious and normal before has 
become essential. Many of these systems are closely 
related to batch release; these are flows that require 
real-time management. If we still had traditional paper-
based management, many activities would have been 
impossible. In addition, a process began that has been 
strongly sponsored by top management, and which will 
lead us to a new normality. Now is the time to accelerate: 

we are designing and implementing various initiatives, 
also based on the emergency experience. We want to 
draw on the lessons of the emergency for a reasoned, 
rapid and effective fine-tuning of our digitalization plan in 
terms of priorities and methods. It’s about prioritizing the 
optimization of certain processes, and starting new projects 
to make flows more agile, streamlined and effective.

Digitalization in regulated environments: many 
benefits, but what are the obligations and points of  
attention?
Most of the systems I have listed manage GxP flows, 
others manage sensitive and personal data, and all 
contain confidential information and company know-how. 
There is an obvious advantage regarding the integrity of 
the data, when it is managed by an IT system, but it is 
essential that for GxP systems, the necessary validations 
are carried out and for all of them, the security measures 
to be taken to adequately reduce the risks are carefully 
evaluated. On validation, it is no longer postponable 
to find and consolidate alternative methods to “classic” 
validation. We need to develop an idea of validation, 
especially for cloud solutions, based on risk management 
and full knowledge of the underlying processes and 
supporting digital solutions. We must find the collaboration 
of integration and delivery partners to achieve a robust 
and “light” validation on new releases that occur even 
several times a year, so as to ensure full compliance 
without overburdening re-testing. Cyber-attacks are now 
considered one of the major risks for companies and 
a careful analysis is essential before starting to use a 
new system. The trend in recent years is to have more 
and more systems on the cloud and this on the one 
hand allows more flexibility, to always have the latest 
update at hand, but can make life difficult for those 
who must test, validate and document the functionality of 
digital systems and ensure their security. On this point, I 
personally believe that even more than in the past, close 
collaboration is needed between those responsible for the 
compliance of these systems and internal stakeholders. 
For new systems, it is necessary to think about privacy 
by design, data integrity by design, and cyber security.
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IT DEMAND
AND DIGITALIZATION

Davide Smaldone is Corporate IT Demand Manager 
at Menarini. He has always been involved in complex 
IT transformation projects, with a specific focus on 
the pharmaceutical industry. In Menarini, he supports 
business and IT functions in implementing digital solutions, 
he manages the IT project portfolio for all the GxP-
relevant areas of the Group and he follows Industry 4.0 
initiatives. A wide-ranging vision, therefore, that becomes 
another valuable piece of this cycle of testimonials on 
digitalization in the pharmaceutical industry, in a complex 
moment like the one we are living.

Menarini has had a wide-ranging digitalization 
plan in place for some time, which we believe has 
also served you well as a response to the COVID-19 
emergency. What have been the main characteristics 
of  your action and its readiness for implementation?
The company was able to respond very quickly to the 
spread of the pandemic. Even before the implementation 
of the lockdown by the government, a proactive decision 
was taken to activate remote working for a part of the 
staff not related to production. This was accompanied by 
the progressive digitalization of processes (the conversion 
of physical processes into digital ones), which allowed us 
both to test and define intervention procedures, and to 
begin to identify the main criticalities of remote working 
(lack of internet connection, use of company computers 
off-site, access to systems, etc.). Once the lockdown 
became official, the company acted decisively, acting on 
several fronts:
• Hardware: providing employees who need it with the 
necessary hardware to work remotely (laptops, monitors, 
internet connection cards, etc...)
• Processes: identifying new methods for managing the 
main business processes that do not require physical 
presence and enabling all the tools to support them

• Communication and change management: providing all 
staff impacted by remote working with clear and timely 
guidance, including both specific training and greater 
support from coordinators, managers and executives.
This has in fact made it possible to continue most of the 
activities without significant discontinuity. 
If we think of the staff who have worked from home, I 
think it is also right here to mention the colleagues who 
have continued to work in our production departments 
and in all related activities (laboratories, engineering 
services, etc. ...) that have allowed us to continue to 
produce and supply medicines in Italy and around the 
world. With extreme professionalism they have been able 
to face a hard time, supporting also the solidarity effort 
made by the company that has converted a production 
line to be able to produce 100 tons per month of 
disinfectant gel, donated to the Italian Civil Protection 
and other organizations engaged in the front line in the 
fight against COVID-19.

Based on the experience of  a company like yours, 
what are your suggestions for those who are still at 
the beginning of  this journey?
For some years now, it has been more than evident how 
digital and technological transformation has become 
one of the factors contributing to the acquisition of 
a significant and lasting competitive advantage in the 
market. The pharmaceutical sector — although suffering 
from some practices that in the past have generated 
a slowdown in the adoption of innovations compared 
to other sectors, due to regulations to protect product 
quality, data integrity and patient health — has fully 
grasped the digital challenge and is moving in different 
areas, also carrying out extremely innovative and 
‘disruptive’ projects. 
If I had to make a few suggestions, I believe it is 
possible to identify two main guidelines: the first is to 

The Covid-19 tsunami has further exposed how central 
a role digitalization plays in making it possible to 
work remotely, in total compliance, when conditions 
required it.

Teresa Minero

What are the plans to enable a “new normality” now?
We are in the process of defining them, starting from the 
emergency experience and from our previous path of 
digitalization. Because it’s certain that, beyond a possible 
new model of office work, digitalization will increasingly be 
at the center of the new way of working, with an objective 
acceleration that follows the emergency we experienced. 
And so certainly, as we were saying, a new and “light” 
attitude to validation in the three directions, GxP, privacy 
and cyber security, will be the foundation of the structure 
of the interventions of digital transformation and evolution. 
I can certainly tell you that some projects already 
conceived now take on a different importance. We are 
thinking about the management of contracts with a legally 
valid digital signature, for example. Similarly, we intend to 
develop and optimize our e-learning platforms, reducing 
the need for face-to-face training. And I would add two 
objectives, among others, that we are setting ourselves 
for the medium and long term. One concerns the use 
of augmented reality tools: for example, experiences of 
using smart glasses for remote maintenance of technology 
providers are gaining ground. Regardless of possible further 
emergencies, these are measures that allow extraordinary 
effectiveness and timeliness of interventions. Another is 
realizing the ability to operate audits remotely: passive 
audits from customers and regulators, active audits to our 
suppliers. Again, it’s about efficiency and effectiveness in 
cost and modality. Each of these issues presents great 
opportunities and potential criticalities to be managed: 
just think of the management of images of your company 
from smart glasses, whose circulation must be segregated 
in a totally clear and reliable manner. We certainly need 
to look to the future, even for a company like ours, which 
has always kept an eye on the future. It’s a future that in 
the spring of 2020 has come very close, it’s already here.

HELSINN
Helsinn is a Swiss private 
pharmaceutical company that has 
been improving patients’ lives since 
1976 and is guided by core family 
values, such as respect, integrity 
and quality. The group has a broad 
portfolio of  innovative marketed 
therapies for cancer and rare diseases, 
a robust development pipeline, and 

the ambition to further accelerate 
its growth through the acquisition 
of  new molecules to address unmet 
medical needs. Helsinn operates 
under a unique business model of  
product licensing, and has achieved 
success with over 80 long-standing, 
like-minded partners in 190 countries. 
The group’s pharmaceutical business 
(Helsinn Healthcare) is headquartered 
in Lugano, Switzerland, with operating 
subsidiaries in the United States 
(Helsinn Therapeutics US) and China 
(Helsinn Pharmaceuticals China) 
that market products directly in 
these countries. There are additional 
operating subsidiaries in Switzerland 
(Helsinn Advanced Synthesis, a 
manufacturer of  active pharmaceutical 
ingredients) and Ireland (Helsinn Birex 
Pharmaceuticals, a manufacturer of  
pharmaceutical products). Helsinn 
created the Helsinn Investment Fund 
to promote a better future for the 
healthcare industry, by providing 
financing and strategic support to 
innovative companies. 
The Helsinn Group plays an active 
and central role in promoting social 
transformation for the benefit of  
people and the environment. 
Corporate social responsibility is at 
the heart of  every activity, reinforced 
in the company’s strategic plan by its 
commitment to sustainable growth.
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willing to invest in this type of activity as well. Fortunately, 
at Menarini, despite the fact that we are also pursuing 
an intense program of technological transformation 
aimed, among other things, at information systems, there 
has always been an extreme sensitivity and openness 
to the subject of digital innovation and 4.0 that have 
undoubtedly created fertile ground on which to build.

What do you think are the prospects that digitalization 
can open up in the more or less near future? And 
what, especially for the benefit of  those who read us, 
are the shadows to be avoided, or carefully managed?
I think digitalization is giving us a unique opportunity 
to get closer to patients and to leverage technology to 
enable them to better live their condition. Never before 
have companies had the possibility and the means to 
bring innovations that allow them not only to abide by 

a patient centric approach, to which they have always 
been devoted, but also to offer services and listen to the 
needs of patients themselves as never before. The future 
is made of increasingly integrated ecosystems with a 
value chain that does not stop, but extends to the end 
user, who can in turn contribute to creating value for 
himself and for others.

The risk to absolutely avoid is that of innovation for its 
own sake. Implementing a new technology that is not 
a concrete response to a company need is not only 
useless, but sometimes even harmful. Technology is never 
an end, but simply a means, and as such it must always 
have objectives that help to ground and implement 
the company’s strategy in the best possible way. Only 
by building innovative and valuable solutions will it be 
possible to build a successful 4.0 journey.

have an adaptive strategy. In fact, if it is essential for 
the company to trace a clear and well-defined path of 
transformation, and this can only be done at a strategic 
level, it must be ready to capture and implement all the 
changes necessary to respond to the challenges that 
the market proposes with increasing frequency. Having 
a frozen strategy does not allow to manage and exploit 
these discontinuities and runs the risk of implementing 
solutions that are already obsolete or no longer 
competitive. The second guideline is to experiment 
by reserving a space, both in terms of resources and 
budget, for the analysis and implementation of pilots 
on innovative technologies. In these cases, in fact, a 
wait-and-see strategy, always aimed at finding the best 
solution, only risks creating immobility and causing the 
company to lose important opportunities.

Right during the lockdown caused by the pandemic 
we launched, without any face-to-face meetings, a 
far-reaching project…
Yes, a project aimed at digitalization, but also at 
the efficiency, harmonization and improvement of 
the operational and management standards of the 
pharmaceutical and bioanalysis laboratories of the 
Menarini Group. We have organized in 10 days an 
effective and interactive project launch meeting in web-
conference, with 100 guests remotely connected from 
Italy, Germany, Turkey and Spain that, at least I think, 
would have been very difficult to realize in pre-Covid.

Do you think we will continue to benefit from this 
arrangement? We would all save time and expense 
and have less impact on pollution.
Without leaving out a few face-to-face meetings, that 
will always be needed.
The pandemic was certainly one of the darkest pages 
of recent history, the ramifications and consequences of 
which we will continue to suffer in the future. If there’s 
anything positive we can take away from this experience, 
it’s that a diffuse work environment, made up of a mixture 
of office and home, is possible and that its adoption 
does not undermine and indeed in some cases enhances 
productivity. This being said, in order to cope with the 
emergency, companies have limited themselves to 
digitizing (i.e., simply “copying” physical processes digitally, 
just as we do by scanning a paper document, generating 
a digital version) and not digitalizing processes (i.e., 
transforming, analysing and modifying them so that they 
are natively adapted to the use of digital technologies 
and techniques), creating a digital version of what is 
physically done in the office. Companies that want to 
take advantage of this circumstance to change the way 
they work will need to continue this journey by rethinking 
their processes so that they are natively digital. This is the 
only way we’ll be able to implement solid, lasting change 

that is equally efficient for employees and businesses.

For more than 2 years now, within the Global 
Special Interest Group Pharma 4.0 of  ISPE, we 
have promoted together a Working Group to promote 
a better communication to the Management of  the 
opportunities of  4.0. You are working on applications 
with innovative technologies for pharma, such as 
Wearable Devices, Robotic Process Automation 
and Machine Learning: how did you lead your 
Management towards the approval of  the necessary 
investments?
Let’s start by saying that not all 4.0 enabling technologies 
have the same degree of applicability, especially 
in a regulated and capital-intensive industry like 
pharmaceuticals. That’s why I believe the first step in 

starting a 4.0 journey is to know your company’s needs 
well and make a selection of technologies that can best 
meet them. This provides a good foundation on which 
to build and start making initial assessments. Selecting 
reliable partners is also an important step, especially 
considering that when innovating, customer and supplier 
often decide to embark on a co-development journey. It is 
important, then, that the company acquires the sensitivity 
to recognize as early as possible the ideas that do not 
work and that must be stopped to make room for others 
with greater potential.  However, it remains essential that 
business stakeholders support these initiatives and are 
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MENARINI
The Menarini Pharmaceutical 
Group, headquartered in Florence, 
is currently active in 140 countries 
worldwide; with a turnover of  3.793 
billion Euro, it has more than 17,000 
employees.
With 10 Research and Development 
centers, its products are selected 
for the most important therapeutic 
areas including cardiology, 
gastroenterology, pneumology, 
infectious diseases, diabetology, 
inflammation and analgesia. 
Pharmaceutical production, on the 
other hand, is carried out in the 
Group’s 17 production facilities in 
Italy and abroad, where over 581 
million packs per year are produced 
and distributed in the five continents. 
With its pharmaceutical production, 
Menarini contributes to the health 
of  patients all over the world on a 
continuous basis and with extremely 
high-quality standards.
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Luigi Bellone is the Global Quality Assurance Manager 
(Generics BU) of Cambrex, a US multinational group that 
provides active ingredients, pharmaceutical products 
and analytical services with 11 production sites in the 
USA and Europe.
Bellone offers us his view of the digitalization experienced 
in the field of the local site Cambrex Profarmaco Milano 
in Paullo - Milan (production through chemical synthesis 
of APIs for the generics market - such as bronchodilators, 
diuretics, anti-arrhythmic, anti-asthma, benzodiazepine-
controlled substances etc.), and in the global perspective 
of the Corporate, including the opportunities and risks 
demonstrated by the current difficult times.
Dr. Bellone, there are many points on the table. 
Should we start with the pandemic emergency?
Yes, which has demanded a lot and demonstrated a lot. 
Our Italian plant is in Paullo, which is very close to the 
first red zones / outbreaks of COVID-19. Our response 
could only be immediate, both for the emergency and 
for the corporate culture. Senior Management, trade 
union representatives, the heads of all operational 
functions and, obviously, Information Management, 
agreed in a more than timely manner on the immediate 
plans to be adopted to avoid closure (which at that 
time was a concrete option) and to be able to continue 
production, in maximum safety for all. Therefore, we 
applied ministerial directives, including remote working 
for all service functions. In fact, remote working had 
already started earlier, based on considerations of 
process improvement, but it was applied to a few 
people per function and with very low frequency. Then, 
suddenly, it was extended to 95% of office staff (71 

people out of a production reality of 317), including 
Quality Assurance and Regulatory Affairs, with the 
criticalities of implementation in a short time that I let 
you imagine, for example in terms of IT infrastructure.
I can tell you that we’ve had some unimagined results. I 
have to confess that I was not a big supporter of remote 
working at the beginning: it was too important for many 
processes, especially QA, to be present in the field. But 
I’ve come around: we’ve obviously worked well with our 
digitalization plans implemented from 2013 onwards.
You see, our company not only continued to produce, 
both on a local scale and at all global sites but, due to 
the characteristics of our products and services, Cambrex 
played an active role at a global level, precisely in 
the measures to counter the pandemic emergency as 
a producer of some active ingredients at high risk of 
shortage (which actually happened in at least a couple 
of European countries, and compensated with our 
significant support). This could not have been possible 
without the ability to make significant changes in a 
very short time and in all the sites of the group. We 
experienced some slowdown, slight initial delays, but 
everything worked out: in our site of Paullo there was not 
a problem in any batch release, just to give an example. 
I believe this is the result of the actions taken previously, 
as I was saying, and also of the mentality that has been 
established in recent years, willing and indeed oriented 
to change and responsible in its responses: after all, this 
is what real smart working is all about, isn’t it

I definitely agree with you. Tell me about your long-term 
digitalization plans, which have been activated since 

QA GLOBAL 
MANAGER AND 
DIGITALIZATION

The Covid-19 tsunami further showcased just how central is the role that digitalization plays
in making it possible to work remotely, in total compliance, when conditions require it. 

Alberto Augeri

2013, and what followed.
TThe key to digitalization is, of course, not the inclusion of 
new technologies per se, but its power in revisiting and 
evolving processes and corporate culture in the direction of 
compliance and operational excellence: that’s what matters.
As I was saying, Cambrex has been moving in this 
direction for some time now: even in the pre-Covid era, 
designing digitalization meant pursuing well-standardized, 
robust processes, with fast, long-lasting information at our 
fingertips, that could combine personal experiences.
I believe that a concrete example can be made by 
summarizing what we have achieved at the Paullo site: 
process improvement and overcoming potential resistance 
to change through progressive digitalization, with a 
continuous interchange of proposals of projects between 
the local level of Paullo and the global Corporate level.
Since 2013 we can identify three fundamental steps in 
a then essentially paper-based reality, with effective but 
delimited islands of automation and digitization.
The first was the introduction of a Quality Management 
System (QMS), a Corporate project that the Paullo site 
had implemented as a roll-out. Obviously aimed at the 
management of what are normally defined as Quality 
Assurance processes (CAPA, Change Control, Deviations, 
Complaints, OOS), but which in reality involve all company 
functions, in their respective roles. This was, precisely, what 
made the QMS project the first tangible shared proof of how 
the renewal of the process through digitalization constituted 
an objective progress in the way of working, both daily and 
corporate. This overcame both the positive expectations of 
some and the resistance to change of others.

So, the QMS was an important first step. 
Yes, and shortly after was followed by a demanding 
intervention at the global ERP level, which worked 
alongside an already important LIMS coverage given by 
the local ERP of the site.
The local ERP already included, in addition to the 
administrative area and among others, the logistics 
area in its various declinations and the entire production 
management, up to the structured commitment of the 
equipment. This was a local initiative of Paullo, pragmatically 
supported by the Corporate in harmonization and 
integration with global programs.
A further phase of LIMS is being implemented, with 
its relative integration into ERP in the management of 
specifications, terms of reference, execution of analyses, 
and ultimately to massively reduce (if not almost 
eliminate) any manual management of laboratory data. 
All of this was accompanied by a software revision 
of a good part of the laboratory instruments which, 
in addition to the intrinsic need to ensure compliance 
with Data Integrity requirements, also provided the 
possibility of remote consultation of instrumentation 
data (fundamental to allow the continuous approval of 
batches even remotely), which in fact proved particularly 
useful in the recent contingency.
Again, the entire operation, which was not short but 
incisive, involved many of the operational functions: 
production planning, logistics, QC. As well as QA, of 
course. It was another step towards the rationalization and 
improvement of processes, and towards an increasingly 
widespread and participatory awareness of the tangible 
importance of change and continuous improvement.
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So, ERP and LIMS drove the transformation.
Until the most recent step, certainly not the last, which 
has important values in several directions, and which 
specifically concerns Quality Control and Analytical 
Development Laboratories. Let’s start with the mindset 
and attitude element. I believe that in all companies the 
world of Laboratories, where I personally come from, has 
historically tended to turn in on itself, either because of 
the specialization of the personnel, or because of the 
objective diversity of the activity with respect to other 

plant operations. This could often facilitate an attitude, 
often linked to the thought that “we’ve always done it 
this way”, which by its very nature cannot meet change, 
with the consequence of letting the sum of personal 
experiences win over the systematic sharing of know-how: 
our company was no exception in this sense.
The first implementation of a LIMS integrated within the 
local ERP already allowed us to foresee the potential for 
further expansion/integration with other systems. And over 
time we had noticed and shared the need to expand the 
coverage of digitalization to all laboratory processes. For 
this reason, we designed together with managers, analysts 
and operators a Phase 2 of laboratory digitalization: 
expanding the functional coverage of LIMS to standards 
and reagents, methods and instrument integration with 
the inclusion of an Electronic Laboratory Notebook (ELN).
This design, in which LifeBee has also actively participated, 
has drawn the general and site requirements and the 
project roadmap in its phases, allowing the determination 
of costs/benefits. And here it is worth mentioning the 
second important element: this is an initiative started from 
this Italian site, which then expanded to involve all the 
production sites belonging to the Generics BU that, in a 
certain sense, have perceived the right “whiff of good”. 
The initiative started locally, but it was also designed to 
become global, so as to make the eventual (and already 
planned) implementation in other Cambrex Group sites a 
simpler process, or at least one that is already structured. 
With pragmatism, similarly to what happened successfully 
in the ERP case, I mean with the flexibility of the Corporate 
approach in the application to the sites: applying the 
elements of common advantage according to the shared 
strategy, safeguarding the specificities of the individual 
local realities.
And it’s a story I like to tell because it’s a demonstration 
of the goodness of a bottom-up approach, as they 
say, that meets the will from above, the other sites 
and Senior Management itself, and ends up driving the 
whole global reality.

A case study, in fact. What can we say, instead, about 
the human element?
It’s the one that matters and influences the most. Business 
improvement is, and can only be, improvement resulting 
from everyone’s contribution, with digitalization as a 
powerful and effective tool.

In this sense, the experience made during the emergency 
has, almost paradoxically, helped increase awareness. If 
previously the focus was on reliable information flows to 
support activities, the new situation, with people working 
remotely, has confirmed the validity of the choices made 
and shared: people have found themselves working 
profitably, just as the company has been able to continue 
to achieve its objectives, in total sharing.
Moreover, these consolidated processes, which were not 
improvised,  have given security, dispelled doubts, and 
demonstrated to everyone that they can act without 
continuous recourse to company support or a help desk. 
It was even found that, even with some initial effort, both 
organizational and personal, well-done smart working 
does not “alienate” the individual from the group too 
much: if not in terms of personal relationships, at least 
from the point of view of sharing information, even in a 
non-structured way.

Useful lessons, then. I imagine also they will serve as 
guidance for the development of  future plans.
Certainly. What has emerged has shown that further steps 
towards operational excellence can be taken in a number 
of directions and, let’s not forget, the current economic 
situation also suggests equipping oneself for new, 
unfortunate but possible emergencies. Perhaps the most 
striking example of the future achievements underlined 
by this experience is e-learning: face-to-face training has 
been totally suspended, of course, and e-learning will 
prove to be central, in order to continue to guarantee 
the correct and adequate training of personnel. This, 
moreover, in total consonance with the will of the Senior 
Management, and with the comfort of the solidity of our 
Information Management. With the awareness that its 
value lies not only in the need for remote training, but also 
in the objective effectiveness of the new training delivery 
methods that may be implemented in the near future.
Or, again, the drafting and elaboration of SOPs and, 
more generally, of Quality documentation: it is true that a 
presence in the field is necessary, but this can be limited 
to some sharing, analysis and verification interventions, 
leaving the document elaboration (and, above all, the 
subsequent lifecycle of revision/approval/obsolescence, 
etc.) to autonomous interventions, even remotely.
Or, again, the management of audits remotely (including up 
to the level of “virtual” auditing), which is very efficient from 
several points of view, even for the client/authority (imagine 
the time and logistical difficulties of transport/location and 
the related risks in times of pandemic) and is all the more 
possible the more the processes are digitalized.
Just three examples among many, that on one hand 
refine our previous plans and on the other integrate 
them: with a new awareness and a lot of confidence, 
widespread, in a better future (not only digital).

Thank you and good work.
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CAMBREX
Cambrex is an innovative Life Sciences 
company based in New Jersey, USA. 
It supports pharmaceutical companies 
worldwide through a network of  
facilities dedicated to API research 
and development and manufacturing, 
according to the latest Good 
Manufacturing Practices (cGMP) in 
the US and Europe.

The Paullo facility develops and 
manufactures generic, branded 
and advanced intermediates on 
a commercial scale: the product 
range includes over 80 generic APIs, 
manufactured according to cGMP 
standards. The production site houses 
over 300 employees, organized in 
eight departments dedicated to 
pharmaceutical production, drying, 
finishing and purification.

The Paullo plant also includes a large 
pilot plant and laboratories for the 
development of  custom synthesis and 
analysis of  active ingredients, as well 
as administrative, commercial and 
Operations coordination offices.

For further information
www.cambrex.com

{La digitalizzazione si basa
sulla rivisitazione ed evoluzione 
dei processi e della cultura 
aziendale in direzione di
compliance ed eccellenza
operativa
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OPERATIONS AND 
IT: THE DIALOGUE 
OF DIGITALIZATION

Teresa Minero

The Covid-19 tsunami further showcased 
how central a role digitization plays in 
making it possible to  work  remotely,in total 
compliance, when conditions require it.

Alberto Campani is Vice President Industrial Operations 
Italy at DiaSorin, of which Davide Marietta is Corporate 
CIO. They tell us about the innovation process at DiaSorin, 
which became systemic years ago and is constantly 
evolving, including with the outbreak of Covid-19.

Alberto Campani, I remember well your speech at  
the European ISPE event in Dublin for a session on 
4.0 in April 2019 . Your presentation on DiaSorin’s 
journey of  Operational Excellence and digitalization 
was meaninfgful especially since it was full of  
experience from real life and numbers that spoke for 
themselves.

In Dublin, I talked about our approach to improvement, 
which we have developed over the years and which - 
after years of implementation, renovation and refinement 
- is bringing us the results we are looking for. Operational 
Excellence, structured in a transversal and harmonious 
program, is the driving force behind the DiaSorin 
Industrial System, our harmonized process, performance 
and quality management system, oriented towards 
continuous improvement. Digitalization is an opportunity, 
an enabler of improvement, a means to smooth the 
endless path to the “pursuit of perfection” in processes, 
one of the fundamental principles of Lean.
The fuel of this OPEX engine are the ideas, matured 

and collected in the course of normal working activity, 
but also (and above all) of organized events. Since 2016, 
when we started our Lean path in a structured way, 
more than 400 ideas have been generated, from which 
more than 500 short, medium and long term project 
activities have been derived. Many of these came under 
the scope of 4.0 and involved some digitalization, from 
the implementation of paperless solutions to manage 
specific processes ( labeling, calibration and recalibration) 
and transversal processes (document workflow, raw 
data management), to automations for the execution of 
analytical tests; from the installation of robots integrated 
in the primary and secondary packaging lines, to the 
implementation of AGVs and configurable collaborative 
robots for the servicing of production lines and the 
execution of repetitive tasks.
The benefits have been significant and I summarize 
them in a recovery of productivity between 20 and 50%, 
depending on the departments, which has allowed us to 
absorb double-digit percentage growth year on year.

Important results. As an example, I would like 
to stress out your point of  view on the part of  the 
journey that we have shared together since 2012 on 
the Labs (LIMS with integration with machines and 
ERP) and in Production (EBR), first in Italy and 
then in Germany and the USA

The digitalization project that I particularly care about, 
as it marked the real beginning of the paperless path 
of Operations, is the introduction of LIMS (Laboratory 
information management system) and Electronic 
Notebook, started in 2012 to strengthen the management 
of immunometric data in the laboratory. The same, 2 
years later, with validated interface with the company ERP, 
also managed the generation of Certificates of Analysis 
(CoA) and the loading of recipes on the automatic 
packaging lines, in 2016 it integrated with the laboratory 
automation, in 2017 it managed the production labels 
and in the last 3 years we configured and validated it 
to be the link between automation and ERP, to manage 
all the Quality Control processes (chemical, biochemical 
and microbiological analysis), the calibration process of 
the measuring instruments, the processing sheets (Batch 
Records) of some Departments.
Started as a local solution of the Italian site, it was 
then exported to all the other industrial sites, first in the 
US, then in Germany and finally in the UK. Today it is 
a consolidated corporate solution with more than one 
hundred users, and it’s managed by an ICT competence 
center that takes care, in addition to its routine 
management, to periodically collect new requirements 
for constant and continuous improvement of the system 
in support of operational activities.

Davide Marietta, you have been “plunged” into the 
LifeScience sector for just over a year, after significant 
experience in IT in other industries: what are the 
differences, the difficulties and what are the values?
I come from the aeronautical industry. Therefore, this is a 
new reality for me. I have to say that I am discovering a 
fascinating sector in which there is enormous potential in 
terms of digitalization. In my first year as CIO of DiaSorin, 
I have begun to understand its peculiarities. The most 
obvious is undoubtedly the regulatory system linked 
to the sensitivity of the data processed. We are in an 
ethical business and we stake our credibility every day 
by handling sensitive data of our customers and their 
patients. Those who lead IT organizations in Life Science 
must have a good culture and practice of IT compliance, 
as well as the ability to address Cyber Security issues of 
some complexity. 
I believe the main challenge today for those in my 
role in this industry is seizing the great opportunities 
for innovation offered by the industry (like telemedicine, 
data science applied to biomedical data, IOT of medical 
instruments, and more), while managing to maintain a 
constant focus on data protection and patient advocacy.

So, what are the directions and next steps for 
digital transformation at DiaSorin, and what is 
the Corporate IT strategy towards different local 
realities like Germany or the US (centralization, 
harmonization, governance, other)?

I think that transformations start with people. That’s 
why we started with the creation of a community of 
technologists with strong process skills. The so-called digital 
transformation must be carried out by professionals with a 
strong technological background, combined with a certain 
business acumen that allows them to bring the value of 
digital tools to where they are needed, i.e., to the process 
and to the customers.
Regarding the second point, on the other hand, I would 
say that  the most appropriate term is “harmonization”. This 
must take place on two dimensions: the first functional, as 
already mentioned, between IT and business; the second 
geographical, oriented to the construction of a group 
strategy while respecting local peculiarities.
The business strategy of a multinational group must be 
supported by a coherent IT roadmap, with a broad, strategic 
and global vision. It is up to us to be good at declining the 
strategies in execution, tracing a path of transformation in 
which the whole company recognizes itself, and  which is 
also able to grasp and manage the differences.

In this transformation path, in 2020 the pandemic 
emergency came. Did the results of  the digital 
and operational transformation processes you had 
undertaken help you to respond effectively to the new 
situation that arose?

Davide Marietta: In general, we have benefited from 
our path of digitalization of the workplace. Certainly, this 
has allowed us to continue to maintain excellent levels of 
productivity among our staff, even in a situation where 
a high percentage of work has been remote (more than 
300 people in Italy, almost 1000 in the world). For us it 
was a test of fire with respect to the resilience of the 
infrastructure and processes we had designed. I am very 
happy with this result.
Alberto Campani: From an industrial point of view, during 
the pandemic all the Sites have obviously worked mainly 
in presence, even if with a strong spatial and temporal 
segregation, but we have been able to remote some 
important transversal processes, such as the management 
of Out of Specification, Non Conformity, Corrective 
Actions - Preventive Actions, Complaints, the evaluation 
of analytical data, thanks to accessible and interactive 
applications in real time. Without impacting Compliance 
and ensuring data integrity. Not being able to move, but 
still strongly wanting to complete the planned projects 
of production efficiency, we were able to dialogue 
and collaborate with colleagues and suppliers using 
all available multimedia platforms, and to perform FAT 
(Factory acceptance test) of semi-complex machines 
such as CoBots completely remotely, with videos, photos, 
and documents shared safely. A new way of interfacing 
that, once structured, also brings efficiency in time and 
results. It certainly won’t be shelved along with the end 
of the current emergency.
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Has the response to the pandemic emergency brought you 
useful insights into the future evolution of  your plans?
The level of visibility and media exposure that DiaSorin had 
during the emergency was unprecedented in the history 
of this company. Our awareness of the importance of 
maintaining a continuous focus on the protection of our 
know-how has grown. LifeBee is a Consulting and Digital firm supporting Life Science companies 

on their path towards Digitalization, Operational Excellence 
and Proactive Compliance with tailored Advisory and Digital Solutions.

Our main focus is on GxP regulated areas such as Production, Logistics, Serialization, 
Quality Assurance, R&D & QC Laboratories, Regulatory Affairs and Pharmacovigilance 

of Bio-Pharmaceutical, Medical Device and Nutraceuticals companies.

ADVISORY
Digital Strategy, 

Process Optimization
GxP Compliance, 
4.0 Strategic Plans

DIGITALIZATION
Feasibility Studies, 

Project Management,
Realization and Support of 

Digital Solutions in partnership 
with market leaders

OUR KEY FIGURES

18
Years of
Activity

50+
Qualified

Professionals

70+
Local and 

international 
Clients

700+
Successfull
Project

2
Office

Milan-Lugano

LifeBee: who we are

DIASORIN
DiaSorin, an Italian multinational 
company listed in the FTSE MIB 
index, is a global leader in the field of  
In Vitro Diagnostics (IVD).
For over 50 years, the Company has 
been developing, manufacturing 
and marketing reagent kits used by 
diagnostic laboratories worldwide.
The Group is active in 5 continents with 
26 companies, 4 foreign branches, 5 
production sites and 5 research centers.

The wide offer of  diagnostic tests, 
made available through continuous 
investments in research, positions 
DiaSorin as the player with the widest 
range of  specialized tests available in 
the diagnostic market and identifies the 
Group as the “Diagnostic Specialist”.

More information at
www.diasoringroup.com
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