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Learn more about ECA s Equipment Qualification Guide for an efficient qualification.

Highlights

= ECA’s Good Practice Guide Integrated Qualification and
Validation

= Cooperation between customers and suppliers on
Integrated Qualification and Validation

= ECA Q&V Guide and tools: Risk-based qualification from
from URS to PQ

= ECA Q&V Case Study: Fast and effective project execution
with suppliers

Case studies for the use of ECA’s Integrated

Qualification and Validation guide




Programme

Objective

A team out of pharmaceutical companies, engineering companies
and suppliers have developed ECA’s Integrated Qualification and
Validation Good Practice Guide (GPG) over 4 years. Version 2.2 is
published in autumn 2022. The key for a successful equipment
qualification project is the “hand-in-hand” work from suppliers
and customers together. With the integration of Good Engineer-
ing Practice (GEP) into qualification activities GEP-tests can be
used also for the qualification phases - without repeated testing.
This is one of the core concepts in the guide and benefit for the in-
dustry. With this course the practical “how to do” will be explained
with “real-life” case studies.

Background

Thirty years after the coming into force of the EU GMP Guide in
1992 equipment qualification is still often a miracle. Qualifica-
tion projects overrun scheduled time limits. Failures are discov-
ered in the IQ and OQ exercises. To fix this and the deviation re-
ports the time limits again have been extended. A
non-harmonized terminology causes one of the main problems,
especially when it comes to the integration of good engineering
practice into qualification. But on the other side is the integra-
tion of good engineering practice activities a key factor for quali-
fication in fast-track projects. How can this come together? This
is the content of ECA’s Integrated Qualification and Validation
Guide.

Target Audience
Everyone who may be influenced by the Annex 15 of the EU GMP
Guide and FDA Process Validation Guidance regarding equip-

ment qualification activities and want to see how the guide can
be implemented in practice.

Moderator

Ralf Gengenbach, Head of ECAs Validation Group, Germany

Integrated Qualification
and Validation Guide

All participants of this course can
download the new version 2.2 of
the guide free of charge.

Programme

Overview: Integrated Qualification and Validation:
Good Practice Guide from ECA
Ralf Gengenbach

= History of Qualification

=  Why a new guideline?

= Main content and structure

= Comparison to other qualification guides
= The team behind
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OM Pharma: Harvest Tank Case Study
Rafael de Souza & Aurélie Di Giovanni-Charpy

= Project introduction

= Lifecycle documents (QRA and URS)
= Cooperation supplier - customer

= Pros and Challenges

= Next steps

Case Study Canexis Pharma: Risk-based Lean Facility
Qualification for a Cannabis Production Building
Dr Alexander Sterchi & Sebastian Zeller

= Lean, risk-based and integrated facility qualification

= Efficient collaboration between operations, facility
design/construction and qualification experts

= Holistic support for facility design, utilization and opera-
tions

= Controlled environments for Cannabis extraction and
isolation of compounds

= Combination of GMP and GACP requirements in one
common building
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Speakers

Speakers

Aurélie Di Giovanni-Charpy
OM Pharma, Switzerlan

With a general background in life sciences (biochemistry, micro-
biology), Aurélie has significant knowledge in qualification, vali-
dation in a highly regulated environment (biotechnology, phar-
maceutical processes). She has 18 years of experience in project
management, capex management and team management in the
Pharmaceutical industry. Responsible for engineering and quali-
fication of process equipment, she works on improving verifica-
tion processes based on risk-based approaches by implementing
the ASTM E-2500 standard for example.

Ralf Gengenbach
gempex, Germany

Ralf Gengenbach is a chemical engineer with more than 30 years
of practical experience in GMP and especially in the field of qual-
ification and validation. He is founder and managing director of
gempex GmbH, a global acting GMP consulting company. He is
president of the VIP3000, an association for suppliers to the
pharmaceutical industry. He was active for the development of
technology as well as qualification relevant standards in differ-
ent organisations, among others DIN UA2 (Board for standards
‘biotechnology’), DECHEMA, and VCI. He has published beside
many technical articles a book about Qualification and Valida-
tion, published by Willey and still serving as a basic standard.
Since 2022 he has taken the chair of ECA’s Validation Group.

Rafael de Souza
Pharmaplan, Switzerland

Rafael is MSc in Analytical Chemistry and is PMP certified. Dur-
ing his more than 18 years of professional career, he has wide
experience in good manufacturing practice (GMP), quality assur-
ance and commissioning, qualification and validation (CQ&V) in
the pharmaceutical and biotech industries from projects in Swit-
zerland, Brazil, Denmark and France. He has been working on
projects leading activities following traditional principles for
Commissioning and Qualification as well as Risk and Science
based principles (including projects based on ASTM E-2500).

Dr Alexander Sterchi
‘ - IE Industrial Engineering, Switzerland

Alexander Sterchi is an industrial pharmacist and project man-
ager for Qualification, Hygiene and Cleanroom topics at IE In-
dustrial Engineering in Zurich. For over 20 years he was with F.
Hoffmann-La Roche Ltd. in different local and global functions in
operations and quality. He was as user representative for logis-
tics, building and utilities during the planning and construction
of a parenteral facility at Roche Kaiseraugst.

Sebastian Zeller

Canexis Pharma AG, Switzerland
Sebastian Zeller received his Bachelor of Science from the ZHAW
(academic award: Dean’s List). Currently he is Chairman of the
Board, Managing Director and Founder of Canexis. Before that
he worked as laboratory technician (analytics, quality control,
research and development) at Zeochem AG.

Your Benefit

Internationally Acknowledged Certificate from
ECA Academy

The EU GMP Guide requires: ,... All per- CERTIFICATE:
sonnel should be aware of the principles
of Good Manufacturing Practice that af-
fect them and receive initial and conti-
nuing training,...". This is why you recei-
ve an acknowledged participant
certificate, which lists the contents of
the seminar in detail and with which | e 4
you document your training. :
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Date of the Live Online Training

Tuesday, 13 December 2022, 13.00 - 16.45 h

All times mentioned are CET.
nars. At www.gmp-compliance.org/training/online-training-
technical-information you will find all the information you
need to participate in our events and you can check if your

system meets the necessary requirements to participate. If
ment. Webex is a standard nowadays and the necessary in-

your rights in the IT system, please contact your IT depart-
stallation is fast and easy.

We use Webex for our live online training courses and webi-
the installation of browser extensions is not possible due to

Technical Requirements
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Fees (per delegate, plus VAT)

The conference fee is payable in advance after receipt of in-
Via the attached reservation form, by e-mail or by fax mes-
sage. 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
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The official conference language will be English.

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-
er. It is quite uncomplicated and doesn’t require any software
- you simply watch the video on your browser. You can find all
recorded events at www.gmp-compliance.org/recordings.
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Phone +49(0)6221/84 44 0

+49(0)6221/84 44 34

zzozorse/iy

For questions regarding content please contact:

Mr Sven Pommeranz (Operations Director) at

For questions regarding organisation please contact:
Mr Maximillian Bauer (Organisation Manager) at
+49(0)6221/84 44 25, or at

+49(0)6221/84 44 47, or at
pommeranz@concept-heidelberg.de.

info@concept-heidelberg.de
www.concept-heidelberg.de
bauer@concept-heidelberg.de.
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