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Advanced Processes in Pharma is one of the international conferences organized by Pharma Education Center, with the aim to create
an annual meeting on the process of Digital Transformation within
Pharma Companies.
Professionals of Pharma Companies, experts and representatives of
digital technologies and solutions will share experiences and new
trends on the digitalization of pharmaceutical processes, and will
discuss the strategies to best address the challenges ahead.
The importance of a deep cultural change to fully embrace digitalization will be one of the main focus, on which experts will confront
by bringing their different visions and on ﬁeld experiences.
Dedicated sessions of Q&A and a ﬁnal round table will give the
delegates the opportunity of a fruitful discussion and exchange of
ideas with the speakers.

WHY ATTEND?
This conference provides a great opportunity to learn and to understand the current challenges in the digital transformation: which
stage are the pharma companies now? Which is the direction? How
to get to the goal in the most effective way? Learn it from international renowned experts and colleagues who are engaged in this process.

WHO SHOULD ATTEND?
The conference is aimed speciﬁcally at Pharma, Biotech and Medical Device Companies, Regulatory bodies and Technology Suppliers interested or involved in the Digital transformation of their
processes.

THE VISION IN PHARMA DIGITALIZATION: APPROACHES
AND CHALLENGES

TOPICS

Digital transformation is affecting the whole product lifecycle, from
R&D to product supply and patient care, bringing patients and their
quality of life to the centre of the pharma business. This session will
introduce the landscape of the digitalization inside the manufacturing
processes of pharma companies and will discuss hands on experiences of that. By applying digital emerging technologies, pharma companies can put in place more robust and ﬂexible manufacturing processes, speeding up the delivery of medicines to the market while ensuring a consistent performance on products. The pharma digitalization
enables real time data management, data integrity compliance and
possibility of real-time decision-making, improving the overall quality
of the manufacturing process.
Case studies and keynote presentations followed by a ﬁnal panel
discussion with the involvement of participants.

THE CULTURE CHANGE TOWARDS THE DIGITALIZATION
The ICH Q8, Q9, Q10, Q11, Q12, outline an integrated approach for
the implementation of Quality System and represent the cultural foundation on which to build the architecture of a system that wants to
embrace digitalization transformation. Quality by Design (QbD) and
Process Analytical Technology (PAT) are the fundamental tools for
implementing Continuous Manufacturing.
The industry recognizes that QbD and PAT lead to robust, predictable
processes that allow for a high product quality and better management
of business goals (FDA, 2016). The application of these concepts to
processes requires a high degree of effort and commitment by the
senior management, but at the same time represents a key step to
pave the way to the following digitalization, for which a deep process
understanding is mandatory.
Case studies and keynote presentations followed by a ﬁnal panel
discussion with the involvement of participants.

THE ROADMAP TO DIGITALIZATION
Company managers are required to fully understand which are the
main steps to be taken before driving the company to the digitalization
phase. A cultural change and a subsequent design of the main processes need to be accurately projected and prepared, to ensure high
chances to succeed in digitalization.
Experts will share their experience during keynote presentations
and a ﬁnal round table with the involvement of participants.

09.30 Introduction
Chairman Pharma Education Center

SESSION I – THE VISION IN PHARMA DIGITALIZATION:
APPROACHES AND CHALLENGES

PROGRAM
09.40 State of art in the Pharma 4.0™
Teresa Minero - Founder & CEO, LifeBee - Digitalizing
Life Sciences International Board of Directors, Steering
Committee Pharma 4.0, ISPE
10.10 Q&A Time
10.20 How to succeed in the pharma manufacturing digitalization
Toni Manzano - Co-founder and Chief Science Ofﬁcer of Aizon
10.50 Coffee break
11.10 Digitalization in the manufacturing: lessons learned
Davide Smaldone - Corporate Business Solutions
Director Manufacturing, Quality and R&D, Menarini
11.40 Q&A Time

SESSION II – THE CULTURE CHANGE TOWARDS THE
DIGITALIZATION
11.50 Holistic Control Strategy in Pharma 4.0™
Nuha Al Hafez - Head Connected Health, Merck Group
12.10 Q&A time
12.20 Quality by Design: a key enabler of accelerated
biopharmaceuticals development
Cristiana Campa - Technical R&D Advisor, GSK Vaccines
12.50 Q&A Time
13.00 Lunch Time

SESSION III – THE ROADMAP TO DIGITALIZATION
14.00 Validation perspectives in Pharma
Mirko Mori - CSV Head C&P Engineering

PROGRAM

14.25 Q&A Time
14.35 Roadmap to digitalization
Roberto Zerbi - Global Life Sciences Business
Development Director, Eurotherm by Schneider Electric
15.00 Q&A Time
15.10 The security of data in the LifeScience Industry
Enzo Maria Tieghi - Chairman ServiTecno, ISPE Gamp
Italy/CyberSecurity WG, CLUSIT Scientiﬁc Committee
member
15.35 Q&A Time
15.45 Round Table - The future of Digitalization in Pharma
Moderator: M. Mori - C&P Engineering
Participants: N. Al Hafez - Merck Group
C. Campa - GSK Vaccines
T. Manzano - Aizon
T. Minero - ISPE
D. Smaldone - Menarini
E. M. Tieghi - ISPE
R. Zerbi - Schneider Electric
16.30 Conclusion
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ENTRY FEE
390€ until October 1
450€ full price
VAT not included
Discounts are not cumulative
For multiple registrations
contact:
info@pharmaeducationcenter.it

ONLINE

TERMS OF PAYMENT
Advance payment is required with respect to the event date by bank transfer to
BANCO BPM Spa – Florence (Italy), IBAN IT81P0503402801000000007431, Bic/SWIFT:
BAPPIT21N25 made payable to Pharma Education Center S.r.l., Via dei Pratoni 16,
50018 Scandicci (FI), VAT number 02173670486, specifying event title along with
name and surname of the participant enrolling. Attendance to the event will be allowed
upon payment received. Invoice of payment will be issued after the second half of the
month after the course.
For further information and/or further assistance please contact (+39) 055
7224179 or email: amministrazione@pharmaeducationcenter.it

COURSE/EVENT CANCELLATION

Tel
Fax

(+39) 055 7224179
(+39) 055 7224076
(+39) 055 7227014

info@pharmaeducationcenter.it

If the minimum number of participants is not reached, Pharma Education Center
reserves the right to cancel or schedule the event for another date. Formal communication will be given within 5 days before the event date. In this case Pharma Education
Center will refound the registration fee in full and without additional charges. Alternatively, the participant can request a spendable coupon for participating in another
PEC event scheduled in the current year.

CANCELLATION TERMS
In order to cancel enrolment to a event, please email info@pharmaeducationcenter.it
within 2 weeks before the starting date of the event. Once this term will be expired,
the entire fee will be charged.

PARTICIPANT REPLACEMENT
It is possible to replace a participant attendance without additional cost, simply by
contacting info@pharmaeducationcenter.it. It is asked to notify the participant replacement request within 5 days before the starting date of the course/event, specifying
the full name and surname of the enrolled participant as well as the full name and
surname of the substitute.

HOW TO REGISTER

Please, ﬁll the form on the web site https://www.pharmaeducationcenter.it/
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