* ¥ %

* EC CMP/GDP onP ogramir
YD;V /th ~ Certified Biotech Ma ager
* * Information Source (S]

Speakers

GMP for ATMPs

Made simple

Novartis

14/15 October 2025 | Heidelberg, Germany

Dr Rainer Gnibl
Local Government of Upper Bavaria

Dr Sabine Hauck
Chair of ECA ATMP Interest Group

Dr Ulrich Kissel
Chair of ECA ATMP Interest Group \ 4
A" :

Highlights

Definitions and Key Regulations of ATMP and GMP
Risk-based Approach

Environmental Monitoring and (Cross) Contamination
Raw/Starting Materials

Handling of Quality Defects

Basic Training for Beginners & Newcomers



Programme

Objective

In this basic GMP course for ATMPs (Advanced Therapy Medici-
nal Products), experts from authorities, industry and consultan-
cy will explain the basic GMP requirements for working with
ATMPs. In addition, you will gain an understanding of the most
important regulatory requirements in this area.

Background

Advanced therapy medicinal products (ATMPs) play a key role in
innovative, personalized medicine. They are leading biomedical
research and providing breakthrough treatments for serious and
often incurable diseases. These therapies include CAR-T cells, vi-
ral vectors (AAV, lentiviruses, adenoviruses), plasmid DNA and
tissue engineering, all driven by advances in genetics, molecular
biology and cell biology.

GMP compliance is essential for the consistent, traceable manu-
facture and control of medicines. To achieve this, employees
must understand the basic rules. In practice, this understanding
is often incomplete. This training gives you an insight in the GMP
rules for ATMPs starting from the basics.

Target Audience

This basic course is aimed at Quality Assurance, Quality Control
and Production personnel who work with ATMPs on a daily ba-
sis. This course will refresh or create a basic understanding of
GMP with a focus on ATMPs.

This course provides new employees and employees in their first
years of employment with an initial insight into GMP regula-

tions, as well as the day-to-day characteristics and GMP-compli-
ant handling when working with ATMPs.

Moderator

Clemens Mundo, Concept Heidelberg

[EE. Stay informed with the GMP

ﬁ Newsletters from ECA

The ECA offers various free of charge GMP newsletters for
which you can subscribe to according to your needs.

To subscribe, simply scan the QR code or visit
www.gmp-compliance.org/gmp-newsletter

Programme

GMP - A first Approach
Dr Sabine Hauck

= Definition, context and history
= What makes GMP so special?
= GMP outside Europe

ATMPs - Modern Medicines between Cells and
Genes
Dr Sabine Hauck

= To be or not to be - which products belong to ATMPs?
= Adecision tree to help you
= Regulation 1394/2007

Risk-based Approach
Dr Sabine Hauck

= Flexibility and responsibility

= Understanding of processes and products as a
prerequisite

= Application and examples

Outsourced Activities
Dr Ulrich Kissel

= Scope and importance

= Supplier management

= Specification management
= Change control

Personnel & Rooms
Dr Rainer Gnibl

= Requirements for ATMP personnel
= Shared” or “dedicated” facilities?
= EU-GMP compliant design

Equipment - Single Use and more
Dr Ulrich Kissel

= Scope and importance

= Sterility management

= Handling SUS in storage and operation
= Special features, Teflon

Aseptic Environment, Environmental Monitoring and
(Cross-)Contamination
Dr Rainer Gnibl

= Principles of particulate and microbiological monitoring
= Avoidance of (cross) contamination
= Basics of aseptic production
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Handling of Raw/Starting Materials, Cell Bank
System and more
Dr Rainer Gnibl

= Requirements for various materials
= Incoming goods
= Traceability

Quality Control
Dr Ulrich Kissel

= Scope and importance

= Pharmacopoeia Europaea

= Samples and their handling

= Method validation and method transfer

Qualification & Validation
Dr Rainer Gnibl

= Cleanroom qualification

= Basics of process and cleaning validation
= Aseptic validation (media fill)

= Validation life cycle

Batch Release
Dr Riidiger Alt

= Batch certification and release by the EU QP
= Batch certification before fully completed testing
= Decentralized production

Handling of unplanned Deviations
Dr Riidiger Alt

= Recording and documentation
= |Initial evaluation and classification
* Root Cause Investigation & CAPA

Handling of OOS Results
Dr Riidiger Alt

= OO0S investigation and risk assessment
= Exceptional provision request
= Exceptional batch supply and notification to authorities

Often forgotten GMP Areas
Dr Ulrich Kissel

= Reconstitution after batch release

= Data with regards to ATMPs and GMP Annex 11

= Temperature management - Is it really necessary?

= Purchasing and Supply Chain Management and GMP

Specific Guidelines for selected Product Types
Dr Sabine Hauck

= Supplementary requirements for manufacture and control
= Requirements for product properties and characterization
= Examples for product-related guidelines

Speakers

Dr Rudiger Alt
Novartis
Qualified Person for AT(I)MPs

' Dr Rudiger Alt joined Cytonet in 2013 as Deputy
Head of QC/QA and QP. Since 2015, he has been responsible for
cell- and vector-based AT(I)MPs as QP at Novartis.

Dr Rainer Gnibl

Local Government of Upper Bavaria

GMP Inspector for EMA and local

Government
Dr Rainer Gnibl is pharmacist and GMP Inspector for the District
Government of Upper Bavaria and the EMA and performs GMP-
inspections worldwide. Before that, he was working for the Ba-
varian Ministry of Environment and Health. Rainer Gnibl also
holds a lectureship at the University Erlangen-Niirnberg.

Dr Sabine Hauck

dequra pharma consult hauck

Sabine Hauck has 20+ years of experience in the

. biotech industry, in which she held various posi-
tions in pharmaceutical development, quality assurance, regu-
latory affairs and corporate development. Her product experi-
ence spans from small molecules to cell therapies and includes
a variety of dosage forms. After gaining experience in several
biotech companies she is now providing freelance consulting
and trainings for biotech and biopharma companies in the field
of pharmaceutical development, quality assurance, and regula-
tory affairs. Sabine is also active as the chair of the ECA ATMP
interest group.

Dr Ulrich Kissel

KisselPharmaConsulting GmbH
‘ Ulrich Kissel is Qualified Person and Chairman of

the Board of Directors of the European Qualified
Person Association (EQPA). He works as a GMP consultant and
contract QP to the Pharmaceutical Industry. Previous to his cur-
rent role he held leadership positions in Quality and Supply
Chain and served for many years as QP for Roche.

Social Event

On Tuesday evening, you are cordially invited to a social event.
This is an excellent opportunity to share your experiences with

colleagues from other companies in a relaxed atmosphere.
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APIC Members € 1,990

Presentations/Certificate
The presentations for this event will be available for you

Registration
Via the attached reservation form, by e-mail or by fax - or

invoice and includes dinner on the first day, lunch on both

days and all refreshments. VAT is reclaimable.
search and register directly at www.gmp-compliance.org

under the number 21967.
and that there will not be any opportunity to print the

The conference fee is payable in advance after receipt of

to download and print before and after the event. Please
note that no printed materials will be handed out on site
presentations on site. After the event, you will automati-

Non-ECA Members € 2,090
EU GMP Inspectorates € 1,045
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For questions regarding content please contact:
Mr Clemens Mundo (Operations Director) at

+49(0)62 21/84 44 42 or at

20TOTST/VM

For questions regarding organisation please contact:
Ms Sonja Nemec (Organisation Manager) at

+49(0)62 21/84 44 24 or at
nemec@concept-heidelberg.de

mundo@concept-heidelberg.de
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