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= Background and GMP Requirements
- Regulatory requirements
- Good Documentation Practice
Dr Monika Schlapp
Boehringer Ingelheim Vetmedica = Practical Implementation
- From design to final approval
- Examples

=  Process Improvement:
- Efficiency in the review process
- Operational Excellence tools
- Electronic Batch Record
- Artificial Intelligence
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Programme

Objectives

During this live online course, you will hear about all relevant
aspects of the batch record flow from the master to the review.
Furthermore, you will get to know possibilities and tools to in-
crease efficiency and decrease costs at your company.

Background

The Batch Record Review is an essential tool for assuring the
quality of a pharmaceutical process.

Various regulations and guidelines address this topic for the
pharmaceutical industry and it is a very important step before a
product can be certified by a Qualified Person. However, over the
years, documentation has become more and more extensive and
the review can be very time-consuming, also because of complex
master documents.

Furthermore, many observations made in inspections relate di-
rectly to the review of batch records. This fact clearly demons-
trates the importance and challenge of implementing a GMP/
FDA-compliant batch record design and review.

During this Education Course, experts will cover all relevant
aspects helping you to improve your batch records and their
review.

Target Audience

This Education Course is designed for all persons in Production
and Quality Units who deal with the design and review of batch
documentation in pharmaceutical, biopharmaceutical and API
production. It is also addressed to Qualified Persons who want
to improve their system of the batch record review.

Moderator

Wolfgang Schmitt,
Concept Heidelberg (on behalf of ECA)

% 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 on
the right or visit www.gmp-compliance.org/
gmp-newsletter

Programme

Part 1: Background and GMP Requirements

Regulator%/ Requirements applying to Batch Record
Review, Pharmaceutical Documentation & the
Quality System

= Global regulations and expectations

= Regulations update and latest developments in industry

= How documentation fits into the Quality System of
recommendations and regulations

= Important data for Quality Assurance

= Risk Assessment and Continuous Improvement

The Design of the Master Batch Documentation

= Isthere a need for re-design?
= Important aspects to consider
= How to gain efficiency

Batch Record Design and Review in pharmaceutical
Development (Case Study)

= Differences from the commercial batch records
= Expectations from batch record in development
= Different scenarios

Part 2: Practical Implementation

From the MBR Design to final Approval

= Creation of the Master Batch

= Generation of the batch documentation (who, what, how)

= The path through production.

* Review process (who, what, how)

= QPinvolvement

= Site kick: what if individual process steps take place at a
third party

= Examples
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Speakers

Part 3: Possibilities for Process Improvement

Efficiency in Batch Record Review

Layout and handling

How to reduce review time: examples
How to handle and document deviations
How to present review results to the QP
Balanced Score Card

KPls

Operational Excellence Tools to reduce Batch Record
Review Time

= Background
* How to use Kaizen
= Project: “Batch record reduction / flow optimization”

Electronic Batch Record - A competitive Advantage?

= Legal background

*  Minimum requirements

= What needs to be considered?
= Advantages

= Case Study

Al as a Tool for Master Batch Record Design and
Executed Batch Record Review

Al applications in Batch Record Design
Al'in Batch Record Review

Limitations and challenges

Future outlook

QA Oversight on EBR Validation Activities

= Validation Life Cycle

= Qualification activities
= Maintenance

= Training

o Question and Answer Sessions

J A set of live Q&A Sessions will give you the
possibility to interact with the speakers and
get answers to your questions.

Speakers

‘ Dr Bernhard B6hm,
S Boehringer Ingelheim Vetmedica, Germany

Bernhard Béhm is Vice President and Head of External Manufac-
turing Animal Health. Before that he was - amongst others - Site
Head Toulouse at Boehringer Ingelheim France, Factory Head
and Vice President Global Product Lifecycle Management Opera-
tions.

Jakub Cierny,

8 SOTIO Biotech, Czech Republic

! 1

Jakub Cierny is a Senior Quality Compliance Manager and
Qualified Person (QP) at SOTIO Biotech a.s., Czech Republic.
Before that he was Head of QA/QC and Qualified Person at
Orifarm Supply s.r.o.

Ingo Ebeling,
Abbott Laboratories, Germany

Ingo Ebeling is Site Director Hannover and also responsible for
the MST (Manufacturing Science & Technology) and Engineering
Department at the Abbott Laboratories site in Neustadt, Germa-
ny. Ingo has a history in QA, Business Excellence and logistics.

om
~ Maria Thai Hien Nguyen Heimbiirger,
Ascendis Pharma, Denmark

N
L,

Maria Thai Hien Nguyen Heimbiirger is QA Specialist in QA Deve-
lopment, Biologics at Ascendis Pharma with 10+ years of scienti-
fic and practical work.

Dr Felix Kern,
Merck, Germany

Felix Kern is Associate Director and Head of Compliance Launch
and Technology Center. Before that, he was - amongst others -
Head of Production Bulk.

Dr Monika Schlaﬁp,
Boehringer Ingelheim Vetmedica, Germany

Dr Monika Schlapp is Director Global Quality Animal Health at
Boehringer Ingelheim Vetmedica. Before that she was amongst
others Product Lifecycle Manager in Operations, Site Quality
Head and Qualified Person.
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Wednesday, 27 May 2026, 9.00 - 17.00 h
Thursday, 28 May 2026, 9.00 - 16.00 h

All times mentioned are CEST.

We use Webex for our live online training courses and
webinars. At www.gmp-compliance.org/training/online-
training-technical-information you will find all the infor-
mation you need to participate in our events and you can
check if your system meets the necessary requirements to
participate. If the installation of browser extensions is not
possible due to your rights in the IT system, please contact
your IT department. Webex is a standard nowadays and the
necessary installation is fast and easy.

Technical Requirements
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web server. 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
ECA has entrusted Concept Heidelberg with the organisa-

the event ,on demand” - whenever it suits you - on our
tion of this event.

We also offer many of the training courses and conferences
as recordings. This means that you can watch the videos of

Conference language

The official conference language will be English.
You cannot attend the Live Event?
www.gmp-compliance.org/recordings.
Organisation and Contact

CONCEPT HEIDELBERG

G20T600€/4D

Ms Sarah Schmidt (Organisation Manager) at

Mr Wolfgang Schmitt (Operations Director) at
+49(0) 62 21/84 44 16, or per e-mail at

P.O. Box 10 17 64 D-69007 Heidelberg
+49(0) 62 21/84 44 39, or per e-mail at

Phone +49(0) 62 21/84 44-0

Fax 49(0) 62 21/84 44 34
s.schmidt@concept-heidelberg.de

E-Mail: info@concept-heidelberg.de
w.schmitt@concept-heidelberg.de
For questions regarding organisation:

www.concept-heidelberg.com
For questions regarding content:
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