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Programme

Objectives

Reasons to attend this conference:
= You will get an overview of current digitalisation trends in
the pharmaceutical industry
= You will learn how efficiency and quality can be improved
through the implementation of digitalisation.
= Invarious case studies of pharmaceutical companies,
projects from practice are presented.

Background

New forms of digitalisation are finding their way more and more
into the pharmaceutical industry. If the automation stage is al-
ready well advanced, topics such as Al, IOT and Industry 4.0 are
waiting in the wings.

The conference will address these topics and present and dis-
cuss initial experience from established projects. The focus will
be on GxP-relevant aspects from the perspective of the pharma-
ceutical industry and the regulatory authorities.

Target Audience

The event is directed at specialists from the pharmaceutical in-
dustry as well as at engineers and planners who have to deal
with digitalisation projects.

It particularly addresses the departments:
= T
= Production
= Quality assurance
= Engineering / Technology

Moderators

Yves Samson
Kereon AG, ECA DI&IT Compliance Interest Group

Stefan Miinch
Kérber Pharma Consulting, ECA DI&IT Compliance Interest Group

Congress Keynotes

28 March 2023

Comprehensive Transformation of DR. KADE's
Sites and Supply Chain

Dr Norbert Marquardt, Dr Kade Health Care

29 March 2023

Trends in Aseptic Manufacturing: Questions and
demands for Pharma Machine Vendors

Dr Friedrich Haefele, formerly Boehringer Ingelheim Pharma

Programme

Introduction: Digitalisation in GxP Environment:
Between Mantra and Reality

Yves Samson, Kereon

Stefan Miinch, Kérber Pharma Consulting

= [nhibitors
= Triggers

= Enablers
= Pitfalls

Digitalisation from the Inspector’s Point of View
Dr Arno Terhechte, GMP Inspectorate / Bezirksregierung Miinster,
Germany

Influence of Digitalisation on the Future Work of
Quality Departments
Jiirgen Schmitz, GSK Biologicals

= From Paper to Data

= Critical thinking

= Review by exception

= Form control to continues improvement to Digital Twin
= Validation today and tomorrow

* What will change for Quality?

Live Demos
Vial Inspection: Classical Machine Vision vs. Deep

Learning
OCTUM

= Empty vial inspection for contamination and glass defects

= Inspection with machine vision: classical rule-based
approach compared with deep learning

= Showing both solutions simultaneously

= Complying with 21 CFR Part 11 and EU-GMP

Accelerated Design Decisions Enabled by Digital
Twins
Pharmaplan

= Pharmaplan’s Process & Laboratory Equipment BIM
(Building Information Modeling) & CAE (Computer Aided
Engineering) Library

= Integrated Pharmaplan Engineering Database

= VR & AR Applications

EMSuite® - Monitoring Next Generation
Ellab

= Cloud, SaaS, On Premise installation Digital
= Smart Sensor technology

= Smart layout view

= Action Cards for alert acknowledgement
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Case Study - Digitalisation for Construction Manage-
ment of Large Biopharmaceutical Plant
Marick Paris-Cadet, Technip Energies

Are Digitalisation and Artificial Intelligence a Double-
Edged Sword in Pharma and Healthcare?
Marco Reiss, Paul-Ehrlich-Institut

= Case study: on-going construction site for a large biotech
project localized in north of France, > 500M€ investment

= Coordination between client, engineering company,
multiple subcontractors (60+)

= Methodology & Digital tools used for studies manage-
ment and construction management
- Collaborative BIM for 3D model, synthesis activity
- Construction workfront/schedule, digital solution for

on-site supervision for construction, inspection...

= Feedback & Added value

= Way forward: road map to full digitalisation, virtual
reality/augmented reality

Automated Validation - Enabling Better Data
Reliability and Integrity in Life Sciences
Eva Kelly, ERA Sciences

= System agnostic presentation discusses the increased use
of automated validation solutions

= Reduction in manual transcription Errors

= Centralized management of validation documents and
records

= Effort Commensurate with risk - ability to leverage
unscripted, scripted and exploratory testing

= Configuration to address True Copy Record concerns

Advanced Monitoring of Production Process Using
[loT System
Milis Nikolic, Galenika

= Current challenges with efficiency and monitoring
production process

= |dentifying critical points in the process

= How lloT systems can help

=  System Demonstration

Digitalisation and Automation: How to Avoid Losing
from Day One, Preventing Successful Transformation
to Fall Short

Ana Cldudia Pinho, BIAL - Portela & C.°

Many transformations are addressed as Digital Transformations
instead of business transformations.

= Planning transformation

= Rethink processes

= Use automation to avoid inefficient use of resources

Implementation of Pharma 4.0 at the German CDMO
PSM GmbH

Thorsten Haefner, PSM

Julian Petersen, groninger & co.

= Complete paperless pharmaceutical production

= Generation of real-time data for faster batch releases

= Use of virtual twins for higher productivity

= Use of robotics for better process monitoring

= Elimination of humans for repetitive and critical process
steps

= What is really meant with digitalisation and Al in pharma
and healthcare?

= New perspectives and chances of digitalisation and Al in a
hyperconnected pharma an healthcare sector

* Impact and (potential) risks of further digitalisation on the
field of pharma and healthcare

= Do we need a guiding framework? - Critical reflections,
overthinking

Al Supported Intervention Detection and Classifica-
tion in the Aseptic Core
Christoph Kéth, Fresenius Kabi Austria

= FrEDIS - Fresenius Event Detection Information System is
a pilot system live in routine production which in the
current setting allows the detection and classification of
human interventions in the aseptic core.

= The development of such a system not only lead to new
insights into aseptic manufacturing but also required an
innovative (XAl based) approach to better understand Al
decisions. This approach also enables a GMP validation
where Al no longer acts as a black box.

= Depending on the project progress results of discussions
with relevant authorities should be available at the date
of the conference.

CASE EVENT with Vetter Pharma-Fertigung -
Moving Quality Documents to the Cloud

Anja Koeleman, Vetter Pharma-Fertigung

Oliver Bosch, Epista Life Science Deutschland

= Needs analysis and system selection
= Process optimization

= Validation

= Organisational Change Management

Speakers

: \ Oliver Bosch
=&!| Epista Life Science Deutschland
2 Project Manager and Department Leader with inter-
AN

personal skills having a wide background in regulat-
ed processes and information technologies within the life sci-
ence industry with more than 10 years experience.

Thorsten Haefner

PSM

VP Business Development
o P

Eva Kelly
¥ ERA Sciences
Eva has a degree in Analytical Science, PhD in Chem-
istry and has worked in Life Sciences for nearly
30 years.
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Anja Koeleman

Vetter Pharma-Fertigung

After completing her bachelor’s and master’s de-
gree in business informatics, Anja Koeleman has
been working as an in-house digitalisation consultant for
ECM Veeva and IT project manager at Vetter Pharma.

Christopf Kéth

Fresenius Kabi Austria

. Background in IT, chemical engineering and busi-
il “l ness. Several leading positions (Head QA, Head
Production, ..) mainly related to aseptic and highly actives
products.

"M Stefan Miinch
;ﬁ’,. Korber Pharma Consulting
: Stefan Miinch, Business Director Validation, is re-
W2 sponsible for all validation services of Kérber
Pharma Consulting.

Milos Nikolic

Galenika

IT professional with over 20 years of experience in
AN multinational companies working on digital, inno-

vation and business transformation by applying cutting-edge
IT technologies.

Marick Paris-Cadet

Technip Energies

With 10 years experiences at Technip Energies in
Life Sciences, she worked on various pharma pro-
jects within three main areas: Project Engineering / Technical
coordination, Process & Equipment studies, Commissioning
& Qualification. Marick holds a Master’s degree in Chemical
Engineering (ENSIACET, Toulouse, France).

Julian Petersen
- groninger & co.
After a short timeout in the semiconductor/me-
-l h trology business Julian returned to the pharma-
ceutical fill&finish business as a Sales Director responsible
for the DACH market. Now leading the Business Develop-
ment and Product management.

Ana Claudia Pinho

BIAL - Portela & C.2

Having a master in Chemical Engineering and a
post-graduation in Corporate Management, Ana
has been working in industry management, especially in pro-
cess and quality management, strategic planning and man-
agement control, developing general analytical and concep-
tual skills.

Marco Reiss
Paul Ehrlich Institut
Head of Unit Controlling, Quality Management /
#78 Deputy head of unit of Press, Information, 20
years of professional experience in the healthcare sector,
working as an Economist and MBA at executive level within
one of the most renowned regulatory medicinal agencies.



Yves Samson

Kereon AG

Yves is founder of Kereon AG, Basel. He is member
of GAMP Europe Steering Committees, chairman
and co-founder of GAMP Francophone and edited the French
version of GAMP 4 and GAMP 5. He is part of the Board of Di-
rectors of the ECA DI&IT Compliance Interest Group.

Jirgen Schmitz

GSK Biologicals

Juergen Schmitz has nearly 30 year of experience
in consulting and in IT for major pharmaceutical
companies. He worked for KPMG, Novartis and GSK in differ-
ent roles leading IT Departments for Quality as well as eCom-
pliance departments and PMOs. Currently he works as Direc-
tor Quality Transformation Hub, System, Data and
eCompliance for GSK Biologicals in Wavre Belgium.

Dr. Arno Terhechte

GMP Inspectorate / Bezirksregierung
Mdiinster, Germany

After 5 years in the pharmaceutical industry he
was from 1998 - 2003 in the Bezirksregierung Diisseldorf.
Since 2003 he is inspector in the Bezirksregierung Miinster.
Arno Terhechte is member of the German expert group 11
“computerised systems”.

PharmaCongress 2023

The guiding theme of the PharmaCongress

GMP- 2023 on 28/29 March will be ,users shar-

PHARMA  ing challenges and solutions in practice”.

CONGRESS Therefore, benefit from your colleagues’

experience and from the direct information exchange at Phar-
maCongress & PharmaTechnica 2023.

The Tracks

As a participant you can switch between any of the tracks any
time and also visit the PharmaTechnica Expo with more than
100 international exhibitors.

Conference Tracks m m

European Aseptic Conference

New Developments in Barrier Systems &
Robotics

PUPSIT: Complying with the Main Annex 1
Changes

GMP for Pre-Filled Syinges (PFS)
Pharma 4.0 & Digitalisation
Handling of Highly Active Products

ATMP - Manufacturing, Quality& Safety

AAAIIIAIAI
A3

PharmaTechnica Expo

Find out more about the other conference tracks on our web-
site www.pharma-congress.com.
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