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Programme

Objective
A GMP inspector establishes the necessary regulatory frame-
work so that artificial intelligence can be used in a GMP-compli-
ant manner. He will provide an insight into the planned changes 
to Annex 11 and discuss the new Annex 22 on artificial intelli-
gence. An industry representative will then give an overview of 
the possible applications of artificial intelligence in the area of 
qualification and validation. Current practical experience in the 
pharmaceutical industry will be discussed. Another industry 
representative will then present the use of artificial intelligence 
in equipment qualification in a “live performance”. He will also 
highlight potential savings. Two question-and-answer sessions 
will provide the opportunity to discuss this complex topic.

Background
Hardly any other topic is currently being discussed in the phar-
maceutical industry as much as the use of artificial intelligence. 
The potential applications appear to be vast, the uncertainty 
even greater. There are a lot of terms “buzzing around”: artificial 
intelligence vs. machine learning vs. deep learning. There are 
questions:

	� How to ensure data integrity in the field of artificial 
intelligence?

	� What regulations on artificial intelligence actually exist?
	� What roles do GAMP 5 Annex 11, the EMA reflection paper 

on artificial intelligence and the upcoming Annex 22 on 
this topic play?

	� What tests are necessary to be able to use artificial 
intelligence?

	� What possible applications are there in the area of 
qualification and validation?

	� Where are the limits to the use of artificial intelligence?
	� What framework conditions must be in place in the 

company so that artificial intelligence can be used in 
compliance with GMP?

The one-day online compact seminar “The use of artificial intel-
ligence in qualification and validation” aims to help clarify these 
questions.

Target Audience
It is aimed at those interested in the use of artificial intelligence 
in the field of qualification and validation, but who also want to 
know which requirements are necessary from an official point of 
view before use. Explicitly addressed are e.g. quality manage-
ment/quality assurance managers, validation officers, produc-
tion managers, etc.

Programme
The Use of Artificial Intelligence in the Pharmaceuti-
cal Environment: a GMP Inspector’s Perspective 
 
Basic Terms  

	� Artificial intelligence vs machine learning vs deep learning
	� IT validation and life cycle

Basic EU Framework Conditions  

	� Preconditions: The Pharmaceutical Quality System 
according to ICH Q10

	� Data Governance
	� Data Integrity 
	� GAMP 5

 
Specific Requirements

	� EMA Reflection Paper on Artificial Intelligence
	� Annex 11 Revision Draft document
	� Annex 22 Draft
	� GAMP 5 D11
	� Supporting framework conditions (QRM, data integrity, 

change management)

 
Focus: Testing  

	� Test types
	� Test structures
	� Test plan
	� Test execution
	� Test report 
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Speakers

The Use of Artificial Intelligence in Qualification and 
Validation: Possibilities and Limitations - an Indus-
try Representative’s Perspective

Why use Artificial Intelligence for Qualification and 
Validation?

	� Perfect results
	� Time savings

Free Systems vs. in-house Systems

	� ChatGPT
	� DeepSeek
	� on-house systems

Previous Experience with the Use of Artificial Intelli-
gence in the Area of Qualification and Validation

	� Plan creation using artificial intelligence 
	� Report creation using artificial intelligence
	� Problem ghosting

Case study: Use of Artificial Intelligence in  
Equipment Qualification 

Creation of a User Requirement

	� Duration
	� Accuracy of results
	� Cost savings
	� Internal company procedures to be GMP-compliant

Speakers
Ralf Gengenbach, Managing Director,  
Gempex, Germany
Ralf Gengenbach is a chemical engineer with more 
than 30 years of practical experience in GMP and es-

pecially in the field of qualification and validation. He is founder 
and managing director of gempex GmbH, a global acting GMP 
consulting company. He is president of the VIP3000, an associa-
tion for suppliers to the pharmaceutical industry. He was active 
for the development of technology as well as qualification rele-
vant standards in different organisations, among others DIN UA2 
(Board for standards ‘biotechnology’), DECHEMA, and VCI. He 
has published beside many technical articles a book about Qual-
ification and Validation, published by Willey and still serving as a 
basic standard. Since 2022 he has taken the chair of ECA’s Vali-
dation Group.

Dr Rainer Gnibl, GMP Inspector, District 
Government of Upper Bavaria, Germany
Dr Rainer Gnibl is pharmacist and GMP Inspector for 
the District Government and the EMA and performs 

GMP inspections worldwide. Before that, he was working for the 
Bavarian Ministry of Environment and Health. 
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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
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Date of the Live Online Training  
Wednesday 24 September 2025, 09.00 - 15.45 h
All times mentioned are CEST.

Technical Requirements
We use Webex for our live online training courses and webi-
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 
the installation of browser extensions is not possible due to 
your rights in the IT system, please contact your IT depart-
ment. Webex is a standard nowadays and the necessary in-
stallation is fast and easy.

Fees (per delegate, plus VAT)
ECA Members € 1,090
APIC Members € 1,190
Non-ECA Members € 1,290
EU GMP Inspectorates € 645
The conference fee is payable in advance after receipt 
of invoice.

Registration
Via the attached reservation form, by e-mail or by fax – 
or search and register directly at www.gmp-compliance.org 
under the number 22271.

Presentations/Certificate
The presentations will be made available to you prior to the 
Live Online Training as PDF files. After the event, you will au-
tomatically receive your certificate of participation.

Conference language
The official conference language will be English.

GMP/GDP Certification Scheme
Building on your education the ECA GMP/GDP certification 
programmes provide you with the appropriate supplement to 
acquire this qualification. Simply choose any three courses 
within the programme according to your professional interest. 
Your certificate is then valid for two years. To renew it, you can 
pick any training from the ECA courses and conferences list 
within that two-years period – allowing you to broaden your 
knowledge in GMP and GDP compliance.

Organisation and Contact
ECA has entrusted Concept Heidelberg with the 
organisation of this event. 

For questions regarding content please contact:
Mr Sven Pommeranz (Operations Director) at 
+49(0)62 21/84 44 47, or at 
pommeranz@concept-heidelberg.de.

For questions regarding organisation etc. please contact:
Ms Sonja Nemec (Organisation Manager) at 
+49(0)62 21/84 44 24, or at 
nemec@concept-heidelberg.de.

CONCEPT HEIDELBERG
P.O.Box 10 17 64 
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
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