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Objective

As part of this GMP course for ATMPs (Advance Therapy Medici-
nal Products), you will learn about the existing regulatory re-
quirements for aseptic manufacturing, CCS, data integrity, ly-
ophilisation according to the new Annex 1 and much more from
various experts from authorities, industry and consulting. In ad-
dition to the GMP requirements, you will also learn about the
impact and implementation of the new Annex 1.

Background

The new Annex 1is in effect and must now be implemented. The
correct interpretation and implementation in daily business is
often difficult and raises many questions. Compliance with the
GMP regulations is essential for the continuous, traceable and
high-quality manufacture, testing and control of pharmaceutical
products.

New ATMPs with new special features are constantly being cre-
ated. Whether this is a personalized product, the production or
even the transport is irrelevant. The ultimate goal should be a
safe, effective preparation that offers the patient a cure or relief
without harming them. To achieve this, employees must adhere
to basic rules. This course offers deeper insights into the regula-
tions and advice on implementing the new and existing require-
ments of ATMPs.

Target Audience

This training is aimed at employees from quality assurance, qual-
ity control and production who have daily contact with ATMPs
and have to work according to the existing GMP requirements.
Experienced staff will have the opportunity to extend and deep-
en their existing knowledge in core aspects of GMP and Annex 1
areas.

Moderator

Clemens Mundo, Concept Heidelberg

Internationally Acknowledged Certificate
from ECA Academy

The EU GMP Guide requires: ,... All
personnel should be aware of the
principles 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 trai-
ning.

Programme

EU-GMP Guideline Part IV: Overview
Dr Rainer Gnibl

= Positioning within EudraLex Vol. 4

= Definition of ATMPs

=  Document structure & technical content
=  Key messages

Quality Risk Management for ATMPs
Dr Rainer Gnibl

=  What does QRM mean?

= ICH Q9 Quality Risk Management (Overview)
= Bounderies & limitations

= Examples from Guideline

Freeze-drying of Vectors in the Light of Update
Annex 1
Dr Sabine Hauck

= Annex 1 requirements for lyophilization
= Further regulatory requirements for (non-)viral vectors
= Benefits of freeze-dried viral vector formulations

Aseptic Manufacturing of Cell-based ATMPs (HCGTP)

Dr Katja Aschermann

= Challenges
= Impact of new Annex 1
= Cross Contamination Control Strategy

Environmental Monitoring
Dr Rainer Gnibl

= Segregation between classification, qualification &
monitoring

= Clean room lifecycle

= Monitoring elements

= Personell & clean room monitoring

Data Integrity of Automated, Decentralised Cell
Therapy Production
Dr Wolfgang Schumacher

= DI concept in research-oriented smaller companies
= Computer-assisted manufacturing of therapeutics
= Dlissues in testing, release and logistics

= DI questions in the context of inspections

Contamination Control Strategy
Dr Katja Aschermann

= Definition
= (Creation of a CCS
= Selected items
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Qualification and Validation - a Versatile and
Efficient Quality Tool in the ATMP Manufacturing
Kati Kebbel

= Clarification of types of qualification and validation
applied in ATMP manufacturing
- supplier qualification
- device qualification
- software validation
= (Aseptic) process qualification / validation
- method validation
- operator qualification
= Regulatory basis
= How are these types used in the ATMP manufacturing -
described in a case study for a clinical phase I/Il ATMP

Bioassay Challenges
Dr Ulrike Herbrand

= Principles and regulatory environment of bioassays
= Matrix approach
= Case studies for various types of ATMPs

Batch Release- What to Consider for AT(I)MPs

Gabriela Schallmeiner

= EU Regulatory framework
= GMP for AT(I)MPs
= QP batch certification

Speakers

Dr Katja Aschermann

Tetec, Vice President Quality

Over the last 20 years Katja Aschermann held vari-
ous executive positions in the biological life science
industry. During this time, she worked as Head of Quality Assur-
ance, Head of Business Development, Director of Quality Con-
trol, Founder and Chief Operating Officer. Selected tasks of her
professional career were transforming academical spin offs to
GMP certified life science SMEs, merging of business units after
acquisition and obtaining GMP manufacturing authorization for
allogenic iPSC production in Germany.

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 bio-
tech industry, in which she held various positions in
pharmaceutlcal development, quality assurance, regulatory af-
fairs and corporate development. Her product experience spans
from small molecules to cell therapies and includes a variety of
dosage forms. After gaining experience in several biotech com-
panies she is now providing freelance consulting and trainings
for biotech and biopharma companies in the field of pharmaceu-
tical development, quality assurance, and regulatory affairs.
Sabine is also active as the chair of the ECA ATMP interest group.

Dr Ulrike Herbrand
Charles River Laboratories
Scientific Director Global in vitro Bioassays
#=M8 Ulrike Herbrand joined Charles River Laboratories in
2007. She is Scientific Director Global in vitro Bioassays and
Head of the Bioassay Research & Development team at Charles
River Laboratories’ site in Erkrath, Germany. She gained a PhD in
biological sciences during her time at the Max-Planck-Institute
for Molecular Physiology in Dortmund (Germany) and worked
five years at post-doctoral positions at medical research centers
in the field of cancer research. She is an expert in mechanism of
action-reflecting bioassays for protein therapeutics as well as
for advanced therapy medicinal products.

[] Kati Kebbel
1 Fraunhofer Institute for Cell Therapy und
Immunology, Head of Department GMP

=8 Cell and Gene Therapy, Qualified Person
Kati Kebbel is engineer for Biotechnology. She has been working
in the field of ATMP Manufacturing, Quality Control and Quality
Assurance for more than 17 years. She is heading the depart-
ment GMP Cell and Gene Therapy at the Fraunhofer Institute for
Cell Therapy and Immunology in Leipzig which is performing
work as CDMO. In addition, she is Qualified Person. At the Fraun-
hofer Institute, she supported several process transfers from US
to Germany, established new manufacturing processes/meth-
ods, drove process and method qualifications and supports reg-
ulatory submissions.

Mag. Gabriela Schallmeiner
~Inspection-Ready Consulting, Owner
Gabriela Schallmeiner is an independent consultant
and Qualified Person with special focus on ATMP and
vaccines. She has many years of experience in leading quality
and QC functions and as a QP in companies such as Roche,
Boehringer Ingelheim, AfFFiRiS, Pfizer and more. Sheis also dep-
uty chairwoman and founding member of Austrian Qualified Per-
son Association (agpa).

Dr Wolf; %ang Schumacher
b Principal Consultant

&- Dr Schumacher studied chemistry and pharmacy.
After entering Asta Medica, he headed different posi-

tions. From 2001 to 2016 he was Head of the department of

Quality Computer Systems at F. Hoffmann-La Roche, Basle. He is

a member of the ECA Advisory Board. Currently, he works as a

consultant.
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Date of the Live Online Tra
Tuesday, 02 July 2024, 09.00 h - 15.30 h CEST
Wednesday, 03 July 2024, 09.00 h - 15.00 h CEST
At https://www.gmp-compliance.org/training/online-
training-technical-information you will find all the information
you need to participate in our trainings and you can check if
your system meets the necessary requirements to participate.

Technical Requirements
your rights in the IT system, please contact your IT depart-

We use WebEx for our live online training courses and webi-
If the installation of browser extensions is not possible due to
ment. WebEx is a standard nowadays and the necessary instal-

lation is fast and easy.

nars.

'91ISGIM SI3 UO WIOJ 1IBIUOD 3] BIA W1}
Aue e e3ep Aw Jo U01I)3P 10 UOI11II0D ‘UOIEIYIPOL DY) 40§ S UED | Jey] dJou
| “(Jway Aoearidesn/Buoaouerdwod-dws-mmm//:dizy e £orjod Adeand ays osje
99s) saj3ied p1y3 03 paso)dsip aq 3ou {jim e3ep jeuosiad A sauo Jejiwis Jo Japao
SIU3 Y3IM UOI3ejau U Uojjew.ojul aw puds Ajuo |jim 31ag)apiay 1daduo) passad
-oud pue palo3s s| ejep jeuostad Aw jeyy sai3e 03 aepap Aqaiay | ydiym 1oy
4ap4o siy3 jo Suissadold ay3 oy ezep Aw asn |im 31aq)apiaH 1daduo) “eleq Jeu
-0s43d Aw 4o Buissadoad ay3 3dadde | quana siyy 1oy BuriaisiBau Ag :Ad1jod Adeaid

Fees (per delegate, plus VAT)

message. Or you register online at www.gmp-compliance.org.

The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will auto-
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The official conference language will be English.

er. It is quite uncomplicated and doesn’t require any software
- you simply watch the video on your browser. You can find all

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.
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info@concept-heidelberg.de
www.concept-heidelberg.de
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For questions regarding organisation please contact:

Ms Sonja Nemec (Organisation Manager) at

For questions regarding content please contact:
+49(0)62 21/84 44 24 or at

Mr Clemens Mundo (Operations Director) at

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

mundo@concept-heidelberg.de.
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