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Highlights

= Donor Eligibility

= How to handle Process Changes

= Regulatory Requirements for Transportation and Storage
= QC of Raw Materials



Programme

Objectives

In this live online training you will be familiarized with the cur-
rent regulatory requirements for Tissue Engineered Medical
Products (TEMPs) and experts from authorities and industry will
give you an insight into important topics related to TEMPs such
as the management of process changes, donor eligibility, trans-
port and storage as well as biovigilance.

Background

Tissue engineering and the development of Tissue Engineered
Medical Products (TEMPs) represent an innovative and rapidly
evolving field that merges the principles of engineering and bio-
logical sciences. The primary aim is to develop biological substi-
tutes that can repair, replace, maintain or enhance tissue func-
tion. These innovative therapy methods open up new possibilities
in biological reconstruction. Cartilage, bone and skin defects can
be treated with autologous tissue replacement. However, the
path from conceptualization to clinical application of TEMPs is
fraught with unique challenges and stringent regulatory require-
ments.

One of the most significant challenges in the field of tissue engi-
neering is related to the use of allogeneic donors - donations
from individuals genetically different within the same species -
for the creation of TEMPs. The field must navigate the complexi-
ties of process changes in the manufacturing of TEMPs, which
can significantly impact the product's characteristics. Such
changes require rigorous validation to ensure they meet the
stringent standards set by regulatory bodies and are safe for pa-
tient use.

The transportation and storage of cells and tissues for medical
applications are governed by comprehensive regulatory require-
ments designed to preserve their viability and functionality. Au-
thorities like the FDA and EMA have established guidelines to
minimize risks associated with contamination, degradation, and
other factors that could compromise the therapeutic value of
these products. Despite these regulations, the sector faces chal-
lenges in consistently meeting these standards, leading to defi-
ciencies that can affect patient safety and treatment outcomes.
Quality control (QC) is another cornerstone in the production of
TEMPs, ensuring that these products meet predefined quality
criteria and are safe for clinical use. This involves evaluating Crit-
ical Quality Attributes (CQA), key product characteristics that
must be measured, and conducting rigorous testing of raw mate-
rials. The complexity of TEMPs and their components poses sig-
nificant challenges in QC, requiring sophisticated analytical
methods and strategies to assess and ensure their quality
throughout the manufacturing process.

Overall, it can be assumed that the development of new TEMPs
will continue to progress rapidly over the next few years. How-
ever, realizing these potentials requires overcoming specific
challenges, including ensuring donor eligibility, managing pro-
cess changes, adhering to stringent regulatory requirements for
transportation and storage, implementing quality control meas-
ures, and enhancing biovigilance. By addressing these challeng-
es, the field can continue to advance and provide significant ben-
efits to patients worldwide.

Target Audience
This course it intended for all person from
= design and development of TEMPs
= manufacturing and process development
= regulatory authorities
= research institutions

= quality assurance and quality control

who have daily contact with TEMPs.

Programme
TEMPs and their Specific Challenges

Dr Katja Aschermann

= Specific challenges of TEMPs
= US donor eligibility for allogeneic donors
= Process changes

Cell and Tissue Inspections:

Regulatory Requirements for Transportation and
Storage

Dr Verena Plattner

= Authorities' perspective
= Regulatory requirements for transportation and storage
= Current deficiencies

Quality Control for TEMPs

Dr Katja Aschermann

= From CQA to quality control strategy
= Challenges
= QC of raw materials

Adverse Reactions and Events
Dr Pia Strasser

= Introduction and definition in biovigilance
= Correct implementation of reporting
= Examples from daily business
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Dr Katja Aschermann
Tetec AG
Vice President Quality

Over the last 20 years Katja Aschermann held various executive
positions in the biological life science industry. During this time,
she worked as Head of Quality Assurance, Head of Business De-
velopment, Director of Quality Control, Founder and Chief Oper-
ating 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 Verena Plattner
Austrian Agency for Health and Food Safety (AGES)
Head of Department Blood, Tissue & Vigilance

Dr Verena Plattner holds a doctorate in pharmacy from the Uni-
versity of Vienna. She has been a GDP/GMP inspector at AGES
since June 2009, later becoming deputy head of the inspections
department and heading the blood, tissue and vigilance depart-
ment since December 2013. She is also a representative in inter-
national regulatory affairs and represents Austria in various NCA
meetings of the European Commission related to blood, blood
components, cells and tissues as well as in the Inspector's Ex-
pert Subgroup and in the EDQM, CD-P-TO. Dr Plattner is also a
valued member of the Austrian Commission for Blood.

Dr Pia Strasser

Austrian Agency for Health and Food Safety (AGES)
Assessor for Haemovigilance, Tissue and Cells
Vigilance

Dr Pia Strasser completed her medical studies at the Medical
University of Vienna and has extensive expertise in the field of
haemovigilance and vigilance for tissues and cells, a role she has
held at AGES since September 2011. Based on her experience,
she represented Austria in the European Commission's Vigilance
Expert Sub-group in 2013, 2015 and 2016. She then handed over
this direct representation to a colleague and has since acted as
her deputy.

Moderator

Clemens Mundo, Concept Heidelberg

You cannot attend the Live Online Event?

We also offer many of the training courses and confe-
rences mentioned in this brochure as recordings.

This means that you can watch the videos of the event
,on demand” - whenever it suits your time - on our web
server. Quite uncomplicated without software - simply in
the browser.

Interested? You can find all recorded events at www.gmp-
compliance.org/recordings.

% Stay informed with the GMP

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

Focus on Tissue: A Multidisciplinary Approach | Live Online Training on 19 September 2024




Date of the Live Online Training

Thursday, 19 September 2024,

09.30 h-15.30 h (CEST)
webinars. 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
quirements to participate. If the installation of browser
extensions is not possible due to your rights in the IT sys-
tem, please contact your IT department. Webex is a

We use Webex for our live online training courses and
you can check if your system meets the necessary re-
standard nowadays and the necessary installation is fast

Technical Requirements

The presentations will be made available to you prior to
the Live Online Training as PDF files. After the event, you
will automatically receive your certificate of participation.

. x 3

8 < oo

S & 9

£ S S

[ i c

[S) ‘T .S

a € o

—_ ‘v (] m

e o & ¢

< = - a
> [ = E 9
= o o T 2 O
=% o g s 2«
Qg = = 5
) o w > © - -
£.808% § § 8
gOOcc.mn % c g
9_I_rS.d.| 1) = n
LRI LS £ 2

o wW¥ao £ o c T ©
dsmmﬂa O|WC ] m
L 532228 B9 0w
o9 s 2 a © 2 (3}
[ c c © = o0 +
Q£ < - 2 5 ® o @ c

(eecp.m tamvgor
n==0=38 2253 0§
VLY VY = a4 = o
O Joa oo UV © v O —
L O<zmE x = E O o

. ° &
< 2 O
z 5 g

=
2 E= c ©
L 2 o =
. 2 g S
Q & 8 0
= @ @ %m
= m - |D.|.|
2 .ae 00 [a)
m_uuo alm o ..ms

v o S c
© + o E = O

v = c T Q @ © c S

oo O a s I3x=Y §S¢

cc U gc AT <
- O g w S = o0 o

Sy wecld & o ¥ 5 o £ 0

02 c S L wS T 8w BT

[ %) [aa) o =ae)

o 2 T 5 2 | g N YT S

— o c oS5 LUt OoNdc 9 Won

o E o h « 0w YN o< - 3

o6 5 3 ° DNTSSd g R 0w =

nC Lﬂldu“n Hlmll\rO@mu C n

o= 3 c .o OITXTL O S c

[T = = < & c =N T]

- G = = o ~ o+ % & 0

[J] | u 3o .3 -8 v E

-E gffZ UlouY¥=EQ S g

c © oo} © > o c s 3 o0
[} o << ; O O X = =

®] Cmo Oo_ha_W c =

OF Oxds Oaozfd:z &=

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

¥20TY09T/VM

mundo@concept-heidelberg.de.

For questions regarding organisation please contact:
Mr Ronny Strohwald (Organisation Manager) at
+49(0)62 21/84 44 51 or at
strohwald@concept-heidelberg.de.
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