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Background

In this seminar, you will learn about the possibilities of using ar-
tificial intelligence in the areas of quality assurance and quality
control in the pharmaceutical industry.

You will learn

= How GPT can be used for daily work with GMP documents

= How processes can be automated with the help of Al and
digital tools

= Which prompting techniques lead to good results

= How Al can be used in pharmaceutical quality control

= What support Al applications can provide for batch
release

You will also receive the latest information from ISPE’s new
GAMP Al Good Practice Guide

Now that the use of artificial intelligence in medical diagnostics
has already found its way into the field of imaging procedures,
the use of Al applications in the GxP environment is expanding
rapidly. Specifically defined chatbots can be used, for example,
to search for information on websites. Specially trained GPTs
provide support in handling GMP-regulated documents such as
qualification/validation documents, stability protocols or trend
reports.

Target Audience
This seminar is aimed at those responsible in the areas of quality

assurance and quality control in the pharmaceutical industry
who use Al applications in their areas or decide on their use.

Programme

Use of Al in the GxP Environment from a GMP Inspec-
tor’s Perspective

= EU GMP Guideline Annex 11

= Concept Paper Revision of Annex 11

= EMA Reflection paper on the use of Artificial Intelligence
(A1)

= Guidelines from the pharmaceutical world

= Inspection practice

Use of Al in the GxP Environment - what is Required
to Generate the Necessary Trustworthiness

= Potentials and challenges in the use of Al in the pharma-
ceutical industry

= Current laws and guidelines on Al

= Some important Al terms and concepts

= Data are the true indicators of performance

= What role do humans play and what roles are required?

= From the use case to the right Al system, validation of Al
application using a life cycle model

= Risk and quality management

= Briefing on ISPE’s GAMP Al Guideline

Generative Pre-Trained Transformer (GPT) - Use in
the Pharmaceutical Industry

= Potential applications
= Benefits and challenges
» Training and working methods of a GPT
= Regulatory aspects
= Integration into the corporate application landscape
- Use of platforms
- Use of own data sources to increase fact security
(RAG: Retrieval Augmented Generation)
- Steering GPT systems in the right direction (Guard-
rails)

Use of Al and Digital Tools to Support Daily QA Work

= Digital Transformation - a journey
Use of GPT (Generative Pre-trained Transform) - (ChatGPT,
MS Copilot)
- Automated creation of documents/presentation
- Translations / rewording of texts
- Use suggestions from Chat GPT, e.g. to define CAPA
measures
= Document analysis with GPT
- Summarizing and extracting key information from
multi-page reports (e.g. FDA 483s, guidelines)
- Creation of meeting notes based on meeting
transcripts and extraction of action items
= ChatBots or user-defined GPT applications
- Creation of GPT-ChatBots for information search
- Searching authorities’ sites to obtain information
- Search for references to audit observations specifi-
cally in the online versions of guidelines
- Assistance on questions about process from process
instructions, work instructions

Dfi:éitalization/Automation as the Basis for the
Efficient Use of Al in QA and QC

= Basics for QC & QA on IT framework - digitalization
- automation - use of Al

= Generation of raw data and data systems

= Real-life automation examples QA & QC

Application Examples for Al in QA - from the Idea to
Use

= Collection and benefit assessment of Al use cases
= Development of solutions

- Automation pipelines

- No-code/low-code tools
= Application examples in QA

- Audit management

- Complaint management

- Deviation management

- Quality management documentation
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Digitalization/Automation and Al in QA

= Application examples Batch release
- Batch tracking & visualization
- Authority documents
= Cooperation between QA and production
- GEMBA and GMP tours: automation example

Automation of Processes Using Al and Digital Tools

= Microsoft Power Platform
- Creation of applications and automations without
in-depth programming knowledge
- Connection of Al elements with self-created
applications and automations
= Data correctness - key for success
= Automation of tracking and managing processes (Audit
process as an example)
= Using machine learning to automatically extract informa-
tion from pdfs - Supplier Notification of Change (SNC) as
example
- GPT support for processing SNCs
- Translation of documents transmitted in the
respective national language
- Support in the classification of SNCs in terms of
criticality through Al recommendations
Use of GPT for the automatic generation of audit reports
based on notes

Basics of Prompt Engineering

= Introduction ChatGPT

= Introduction to prompt engineering

= Prompt techniques
- Zero-shot prompting, few shot prompting
- Chain-of-Thought
- Reverse engineering prompting

= Risks and misapplications

Use of Al in QC - Guidelines

= QA processes and their specific needs
= Step by step approach for automation/digitalization
= Use-Cases of Al and Automation in QC
- GPTsin QC for protocols, reports and qualification/
validation documents
- Investigation reports, stability protocols, qualification
of equipment or standards, method validation, meth-
od transfer, responses to authorities
- What are the basics of the use/application case?
- KPIreview and trend reports

From Data Generation to Use - Opportunities and
Potential Pitfalls of Digitalization

= Responsibility: Why data governance starts with the
business process

= System architecture: How we can make data usable and
why one way is not always the right way

= Data quality and integrity: Use of data in the GxP environ-
ment and how we can ensure trust in our data

= Utilization: Systematic and sustainable implementation of
digital tools, also through citizen development.digital
tools, also through citizen development
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Peter Hackel, Takeda

Head of Data, Digital and Technology (DD&T) at
Takeda Vienna and thus responsible for the digitali-
zation strategy and digitalization projects of Take-
da‘s largest production site.

Frank Hanakam, QuaSyCon

Consultant with over 25 years of practical experi-
ence in development, production, quality, and regu-
latory affairs for biotherapeutics and biosimilars. Fo-
cus on cost-effective, quality-assured, and regulatory-compliant
CMC solutions throughout the entire product lifecycle.

Manfred Karner, Takeda
After holding various management positions in local
~ quality, he has been working in global quality man-

agement since 2014, where he is currently Head of
Global Supplier Quality Management (GSQM).

Torsten Kneuss, Bayer AG
Quality Product Steward Medical Devices and Head
of Project Office Medical Devices, responsible for de-

vices and combination products within Bayer AG.

Philip Lienbacher, Takeda
= B4 Manager Global Material Lifecycle Management Sys-
tems and responsible for a team of process experts
and project managers. His responsibilities include the
global ownership for Receiving & Inspection as well as the gen-
eral testing and method deployment strategy in the company.

Simon Schafermann, GMP Inspector
Responsible for national and international EU GMP
inspections and member of the Expert Group on
Computerized Systems (EFG11) of the competent
authorities of the federal states.

@ 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 Elpgzi[El
right or visit www.gmp-compliance.org/ T,
gmp-newsletter “an
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Wednesday, 18 February 2026, 8.30 - 14.30 h

Tuesday, 17 February 2026, 9.00 - 17.00 h
All times mentioned are CET.

Date of the Live Online Tra
We use Webex for our live online training courses and webi-
nars. At www.gmp-compliance.org/training/online-train-
ing-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 partici-
pate. If the installation of browser extensions is not possi-
ble due to your rights in the IT system, please contact your
IT department. Webex is a standard nowadays and the nec-

Technical Requirements
essary installation is fast and easy.

'931SGIM S|} UO WLIOJ 1IBIUOD 3] BIA W1}
Aue e e3ep Aw Jo U01I)3P 10 UO11II0D ‘UOIEIYIPOL DY) 40§ S UED | JEy] dJouU
| “(Jway AdeAridesn/Buoaouerdwod-dws-mmm//:dizy e Aorjod Aaeand ays osje
995) saj34ed pJ1y3 03 paso)dsip a9 3ou {jim e3ep jeuosiad A sauo Jejiwis Jo Japao
SIU3 Y2IM UOIJeJau U Uojjew.ojul aw puds Ajuo |jim 31ag)apiay 1daduo) passad
-oud pue palo3s s| ejep jeuosiad Aw jeyy sai3e 03 aepap Aqaiay | yaiym 1oy
4ap4o siy3 jo Suissadold ay3 oy ezep Aw asn |im 31aq)apiaH 1daduo) “eleq Jeu
-0s.43d Aw yo Buissadoad ay3 3dadde | quana siyy 1oy BuriaisiBau Ag :Ad1jod Adeaid

Via the attached reservation form, by e-mail or by fax - or
search and register directly at www.gmp-compliance.org
under the number 22452. To avoid incorrect information,
please give us the exact address and full name of the par-
The presentations will be made available to you prior to the
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Live Online Training as PDF files. After the event, you will
automatically receive your certificate of participation.
ECA has entrusted Concept Heidelberg with the

The official conference language will be English.
organisation of this event.

Conference language
Organisation and Contact
CONCEPT HEIDELBERG

69007 Heidelberg, Germany
Phone: +49(0)62 21/84 44 0

Fax: +49(0)62 21/84 44 34
info@concept-heidelberg.de
www.concept-heidelberg.de

P.0.Box 10 17 64
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For questions regarding content please contact:

Dr Gerhard Becker (Operations Director) at
+49(0)62 21/84 44 65 or at
becker@concept-heidelberg.de

For questions regarding organisation please contact:
Ms Manuela Luckhaupt (Organisation Manager) at
+49(0)62 21/84 44 66 or at
luckhaupt@concept-heidelberg.de
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