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Highlights

= Basics & Regulatory Requirements

= Qverview and Step in into the Field of Biotechnology

= Process Overview: From Manufacturing of API to Fill & Finish
= Regulations & Challenges for ATMPs

An Overview and Insight in

Pharmaceutical Biotechnology




Programme

Background

From a historical view, biopharmaceuticals & biosimilars are no
new business. Antibiotics and vaccines have been well known
for more than 60 years. But with the marketing authorisation of
the first biopharmaceutical product, produced by gene technol-
ogy in the 80s, a new era of biopharmaceutical and biotechno-
logical development and manufacturing started.

Future pharmaceutical products based on biotechnology and
Biosimilars as well as Biologics will become more and more im-
portant and present a higher share of pharmaceutical products.

This course will provide non-Biotechnologists with an overview
and insight in pharmaceutical biotechnology. It will also present
the opportunities of biotechnology in GMP manufacturing and
quality control.

Common aspects of product analytics will be discussed just as
well as regulatory aspects of Biopharmaceuticals (bacteria,
yeast and cell culture) and specific requirements on clinical stud-
ies and marketing authorisation. It will furthermore focus on
topics like virus clearance reduction, cell banking, media fills and
on dedicated rooms and personnel. The course will be complet-
ed by a presentation of the current comprehensive bodies of leg-
islation.

Target Audience

This course is addressed to all people interested in pharmaceuti-
cal biotechnology related to GMP manufacturing, analytics,
product release and marketing authorisation.

Moderator

Clemens Mundo, Concept Heidelberg

Your Benefit:
Internationally Acknowledged Certificate from
ECA Academy

CERTINCAT The EU GMP Guide requires: ,,... All per-
e sonnel should be aware of the princi-
mam=—r=m==  ples of Good Manufacturing Practice

that affect them and receive initial and

continuing training,...". This is why you
receive an acknowledged participant
certificate, which lists the contents of
the seminar in detail and with which
you document your training.

Programme Day 1

What is Biotechnology -
Introduction to the World of Biotechnology

Definition of biotechnology / biopharmaceuticals
Small chemical entities versus biopharmaceuticals
History of manufacturing, production, & analytics
View into different areas of business segments
Market figures and future investigations

Regulatory Requirements and Guidelines for
Manufacturing Biopharmaceuticals

Overview of the legal framework on biopharmaceuticals
in the EU

Guidelines (EU / US FDA / WHO / supporting documents)
Expectations and findings

Manufacturing of Biotechnological APIs - Focus on
Cell Culture Technologies and their Products

Different cell lines as production platforms

The manufacturing process in development (upstream,
upscaling, harvest, downstream)

Contamination risks during cell culture, manufacturing,
harvesting & DSP

Analytical methods for product characterisation
Quality & regulatory aspects

Virus Reduction

Regulatory background

Relevant virus clearance studies and model viruses
Common and new methods of virus reduction

TSE safety

Manufacturing of Biotechnological APIs - Focus on
Bacteria & Yeast (E. coli / S. cerevisiae)

Suitability of raw materials and consumables
Media and buffers

Water as raw material

Fermentation

Cell harvesting

Purification
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Programme Day 2

GMP Requirements for Rooms and Personnel

Regulatory requirements

Balancing GMP and laws of gene technology
Zone concept

Flow of material and personnel

Clean rooms

Cleaning and hygiene procedures
Monitoring and validation

GMP Requirements for Master and Working Cell
Banks (MCB/WCB)

=  From initial cell to final production cell

= Establishing cell banks

=  Where does GMP start during cell banking
= Storage of cell banks

= Maintenance of cell banks

Fill & Finish of Biotechnological Products

= Aseptic processing and media fill
= Liquid formulation or lyophilisation?
= Stability tests of biopharmaceuticals

ATMPs - Regulations & Challenges

= Classification of ATMPs
= Regulatory landscape
=  GMPs for ATMPs

From (Pre)clinical Studies to Market Authorization

= Clinical studies and drug regulatory affairs for biotechno-

logical products

From preclinical to late clinical studies

Bioanalytics applied for clinical trials

Centralised procedure is a favourite scenario
Changes and variations of biotechnological products

Speakers

Dr Markus Fido,
Mfi Bio-Consulting, Founder & CEO

Markus Fido, former CEO & founder of VelalLabs, where he was
responsible for Regulatory Affairs & Quality Operations. Before
that he was Head Quality Control at Igeneon GmbH (Novartis
Oncology Division) where he was in charge for all QC aspects of
pre-clinical and clinical projects such as stability studies, specifi-
cations, method development & validation, as well as product
release. Prior he was working as a Group Leader of Immunology
and Product Development at Biomin GmbH, Head Biochemical
Control at Baxter Bioscience AG and Head Quality Operations at
Octapharma AG. Until 2020 he was responsible for the interna-
tional Pharma Business Development of the Tentamus Group
with locations in India, Israel, USA, and several countries in Eu-
rope. In 2020 he has founded his own company - Mfi Bio-Con-
sulting with consulting activities in different areas for the Bio-
tech industry worldwide.

1 Dr Rainer Gallitzendorfer
Local Government of Upper Bavaria,
| GMP Inspector

Dr Rainer Gallitzendérfer is a specialist pharmacist for pharma-
ceutical analytics and a food chemist with broad experience in
the assessment of medicinal products, medical devices and
foodstuffs. He has been working since 2016 for authorities for
medicinal product and food surveillance in Bavaria. Today, he is
GMP/GDP-Inspector for the District Government of Upper Ba-
varia and performs GMP inspections world-wide.

Dr Sabine Hauck
dequra pharma consult hauck

Sabine Hauck has 20+ years of experience in the biotech indus-
try, in which she held various positions in pharmaceutical devel-
opment, quality assurance, regulatory affairs and corporate de-
velopment. Her product experience spans from small molecules
to cell therapies and includes a variety of dosage forms. After
gaining experience in several biotech companies she is now pro-
viding freelance consulting and trainings for biotech and biop-
harma companies in the field of pharmaceutical development,
quality assurance, and regulatory affairs. Sabine is also active as
the chair of the ECA ATMP interest group.

Stephan Low, CSL BehrinF
Senior Manager Technical Support
Laboratories

Stefan studied bioprocess engineering and is employed at CSL
Behring in Marburg. Before this he worked for GSK Vaccine in
different positions like Aseptic Expert, Formulation and Filling of
Vaccines and Project Management. He started his career at the
former Hoechst AG - later Sandoz Frankfurt, with responsibili-
ties in QA Microbiology and aseptic processing of sterile penicil-
lins.
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Date of the Live Online Train
Wednesday, 17 September 2025, 09.00 h - 17.30 h

Thursday, 18 September 2025, 08.30 h - 16.00 h
All times mentioned are CEST
nars. At https:/www.gmp-compliance.org/training/online-

We use Webex for our live online training courses and webi-
training-technical-information you will find all the informa-
tion you need to participate in our trainings and you can check
if your system meets the necessary requirements to partici-
pate. If the installation of browser extensions is not possible
due to your rights in the IT system, please contact your IT de-
partment. Webex is a standard nowadays and the necessary
installation is fast and easy.

Technical Requirements
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Via the attached reservation form, by e-mail or by fax - or
search and register directly at www.gmp-compliance.org un-
The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will au-
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er. It is quite uncomplicated and doesn’t require any software
- you simply watch the video on your browser. You can find all

You cannot attend the Live Online Event?

We also offer many of the training courses and conferences as
recordings. This means that you can watch the videos of the
event ,on demand” - whenever it suits you - on our web serv-
recorded events at www.gmp-compliance.org/recordings.
ECA has entrusted Concept Heidelberg with the

The official conference language will be English.
organisation of this event.

Conference language
Organisation and Contact
CONCEPT HEIDELBERG

P.0.Box 10 17 64
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For questions regarding organisation please contact:

Ms Julia Grimmer (Organisation Manager) at

For questions regarding content please contact:
+49(0)62 21/84 44 44, or at

Mr Clemens Mundo (Operations Director) at

+49(0)62 21/84 44 42, or at
julia.grimmer@concept-heidelberg.de.

Phone +49(0)62 21/84 44-0
mundo@concept-heidelberg.de.

Fax +49(0)62 21/84 44 34
info@concept-heidelberg.de
www.concept-heidelberg.de

69007 Heidelberg, Germany
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