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GMP Webinar
GMP Update 2025/2026

Computerised Systems, (e-)Data & Others

Date:
Tuesday, 16 December 2025, 14.00 — 16.00 CET

Speaker:
Dr Rainer Gnibl, GMP Inspector
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ECA has entrusted
CONCEPT HEIDELBERG with the
organisation of this webinar.

CONCEPT HEIDELBERG GmbH
Rischerstrasse 8
69123 Heidelberg, Germany
Phone +49 (0) 6221 - 84 440
Fax +49 (0) 6221 - 84 44 64
info@concept-heidelberg.de

www.gmp-compliance.org




Background

One might easily get the impression that the GMP world is
continuously turning faster. Laws, regulations, and especially
GMP requirements of the EU are constantly renewed, mod-
ernised and (allegedly) adapted against each other. The ef-
fects of the pandemic and the Brexit bring additional de-
mands. To provide you with an overview is thus the goal of
this webinar.

Educational Objectives

This webinar aims at giving you a comprehensive but still
compact overview about the many innovations in the GMP
area — those already realised and those planned:

= New developments in the EU, for example
= (ritical Medicines Act
= EU-GMP Part 1, Chapter 4 (draft)
= EU-GMP Annex 11 (draft)
= EU-GMP Annex 22 (draft)
= Brief update on the status of further EU guidance
documents (including pharma package)
= News from FDA and ICH
= Qutlook for 2026

Target Audience

The webinar targets executives and staff in the pharmaceuti-
cal industry, who want to get a compact but yet compre-
hensive overview of all recent changes in the GMP require-
ments.

Speaker
o Dr Rainer Gnibl, GMP Inspector,
| District Government of Upper Bavaria,

Germany
Dr Rainer Gnibl is GMP Inspector and Head of
the Inspectorate of the District Government and

performs GMP-inspections worldwide. He is also member of

the Board of Directors of the European QP Association.

Registration for the Webinar No. 22410
»GMP Update 2025/2026"
Tuesday, 16 December 2025, 14.00 - 16.00 CET

By e-mail — or search and register directly at www.gmp-compli-

ance.org under the number 22410. In order to avoid misunder-

standings, please indicate the exact address and the full name

of the participant. You will receive your access data by e-mail
in due time prior to the event.

Fees (plus VAT)

Single participation: € 349.- for ECA Members

Single participation: € 399,- for non-ECA Members

(This fee does not include the ECA Membership. You will find
more about the ECA Membership at https.//www.gmp-
compliance.org/about-the-academy).

Participation of a Group

You have colleagues who also want to participate in the webinar?
Then register yourself and your colleagues as a GROUP! You can
view the webinar either together (e.g. in a conference room, etc.) or
also each individually on your own PC.

Group Participation (fee per person):
3-10 Persons EUR 359,10

11-20 Persons EUR 319,20

more than 20 Persons EUR 279,30

Registration

By e-mail — or search and register directly at www.gmp-compliance.
org under the number 22410. In order to avoid misunderstandings,
please indicate the exact address and the full name of the partici-
pant. You will receive your access data by e-mail in due time prior
to the event.

Technical Requirements

We use Webex for our live online training courses and webinars. At
www.gmp-compliance.org/training/online-training-technical-in-
formation 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 exten-
sions is not possible due to your rights in the [T system, please con-
tact your IT department. Webex is a standard nowadays and the
necessary installation is fast and easy.

Presentation/Certificate

The presentation will be made available to you prior to the Webi-
nar as PDF files. After the Webinar, we will automatically send you
a certificate of participation.

You cannot attend the Live Event?

We also offer many of the training courses and conferences as re-
cordings. This means that you can watch the videos of the event
,on demand” — whenever it suits you — on our 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 www.gmp-compliance.org/recordings.

Organisation/Contact
CONCEPT HEIDELBERG
PO.Box 1017 64

D-69007 Heidelberg,

Phone +49(0)6221/84 44-0
Fax +49(0)6221/84 44 34
info@concept-heidelberg.de
www.concept-heidelberg.de

Do you have any questions?

For questions regarding content:

Mr Wolfgang Schmitt, phone +49(0)6221 / 84 44 39
Email: w.schmitt@concept-heidelberg.de

For questions regarding organisational aspects:
Ms Nicole Bach, phone +49(0)6221 / 84 44 22
Email: nicole.bach@concept-heidelberg.de



