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Highlights

= |CH Q9 Implementation
= Expectations of the Inspector

QRM Tools

= Documentation

Risk Description/ Statement
Quality Risk Register

Workshops and Examples

Event Management
Problem Assessment
Decision Making
Quality Risk Register
Bow Tie Method

With many practical examples



Programme

Objectives

This ECA training course deals with the practical implementation
of Quality Risk Management (QRM). You will learn how to imple-
ment and use QRM approaches to increase efficiency and to
meet the expectations of the regulators.

Background

The ultimate responsibility for the performance of a medicinal
product over its lifetime, its safety, quality and efficacy, lies with
the marketing authorisation holder (MAH). To achieve the quali-
ty objective, “there must be a comprehensively designed and
correctly implemented system of Quality Assurance incorporat-
ing Good Manufacturing Practice, Quality Control and Quality
Risk Management.” [EU-GMP Guidelines, Part 1, Chapter 1].

QRM was formally introduced to the pharmaceutical industry
with the ICH Q9 Guideline, which has been incorporated in the
EU-GMP Guidelines, Part 3. In the course of implementing ICH
Q9, risk-based approaches increasingly gained in importance.
Before that, it was often the case that processes were defined,
implemented and documented to the latest detail. Now, based
on risk assessments, more flexibility is possible, allowing imple-
menting and controlling processes more efficiently. Decisions
can be made based on evaluated risks. Unfortunately, many
companies limit their whole QRM system to the implementation
of the FMEA method only. But it is much more than this and QRM
can support the pharmaceutical industry in improving their pro-
cesses and performance.

Target Audience

This course is designed for members of staff in pharmaceutical,
biopharmaceutical and API industry’s production and quality
units, who establish, manage and use quality risk management
systems.

Moderator

Wolfgang Schmitt
CONCEPT Heidelberg (on behalf of ECA)

Newsletters from ECA

I@I Stay informed with the GMP

The ECA offers various free of charge GMP newsletters for
which you can subscribe to according to your needs.

right or visit www.gmp-compliance.org/
gmp-newsletter

Programme

ICH Q 9 - Quality Risk Management: an Overview

= QRMin non-GxP industries
= QRMin pharma

= Historical GMP situation

= |CH Q9: current revision

= QRM tools and techniques

The Inspector’s View

= Expectations
= Integration in the Pharmaceutical Quality System
= Examples for good and not so good practice

How to realise Quality Risk Management in a GMP
Environment

= The term "quality risk management" is used throughout
the GMP guidelines. In this session you will get some prac-
tical advice on how implement QRM

= SOPs needed

= Auditing

®,

Interactive Session: Applying Principles
.‘. .‘. of QMR after an Incident has happened

A problem has occurred - how to perform a sound Risk
Assessment of the situation and come to an appropriate
decision.

Design of an Event Handling System based on a
Quality System and Quality Risk Management
Approach

= QRM in the Quality System

= Design of an Event Handling system based on QRM and
Management Review

= Use of QRM in the evaluation of events

= Examples

Build adgood Risk Description/ Statement: Bow Tie
Metho

= Distinguish causes and consequences

= What is the difference between hazard and risk

= Use the bow tie method to categorise the pieces of the
puzzle and get a clear risk statement
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N=
BBl Case Study: Quality Risk Register

= Whatis it, how to develop it and which type of risks
to include

= What to show to authorities?

= The way to business continuity

= Examples

QRM Tools in Practice

= How to implement Quality Risk Management in a pharma-
ceutical Company

= Using ICH Q9 and other Norms (with takeaways for
Pharma)

= Examples

Social Event

On 03 September you are cordially
invited to a social event (city tour
and dinner). This is an excellent
opportunity to share your experi-
ences with colleagues from other
companies in a relaxed atmosphere.

Testimonials

“Ilearned alot and I'm really happy that | came.” | Iris Saevarsdot-
tir, Alvotech Iceland hf

“Great course, great speakers. Thank you!” | V. Adriaensen,
Huvepharma, Belgium

“Very good presentations and speakers. Really like implementation
of real-life cases for better understanding. Really will recommend
to colleagues and other people from pharma area to join courses.”
| B. Stankovic, Seagen International, Switzerland

“Very interesting course, learned a lot!” | K. Vreys, Center for
Clinical Pharmacology, Belgium

Speakers

Speakers

Alexandra Bauloye
Johnson & Johnson Innovative Medicine,
Belgium

Alexandra Bauloye is Business Enterprise Risk Management
Lead. Before that she was Senior Director and Global Process
Owner for Risk Management within GSK.

Christof Langer
OSConsulting, Austria

Christof Langer is a certified Risk Manager, Lean Six-Sigma Black
Belt and independent consultant. Before that, he was Managing
Director at Baxter BioScience (now Shire) in Switzerland and the
Czech Republic.

Aidan Madden
A FivePharma, Ireland

Aidan Madden is CEO of FivePharma, a Quality Services Compa-
ny founded in 2003. Aidan held senior quality positions in Wyeth
Pharmaceuticals, Baxter Healthcare and Fort Dodge Laborato-
ries.

£ Dr Franz Schonfeld
District Government of Upper Franconia,

Germany

Dr Franz Schonfeld is a GMP inspector at the centralised inspec-
torate for medicinal products of the government of Upper Ba-
varia. German member of the GMP/GDP Inspectors Working
Group at EMA.

Your Benefit

Internationally Acknowledged Certificate from
ECA Academy

The EU GMP Guide requires: ... All perso-
nnel should be aware of the principles of
= Good Manufacturing Practice that affect
—=  them and receive initial and continuing
training,.... This is why you receive an
acknowledged participant certificate,
«.=  which lists the contents of the seminar in
detail and with which you document your
training.

CERTIFICATE

Quality Risk Management | 03/04 September 2025, Hamburg, Germany
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Non-ECA Members EUR 2.090.-

search and register directly at www.gmp-compliance.org

Via the attached reservation form, by e-mail or by fax - or
under the number 21941.

vation should be made directly with the hotel. Early reserva-

tion form/POG when you have registered for the course. Reser-
tion is recommended.

and includes dinner on the first day, lunch on both days and
CONCEPT HEIDELBERG has reserved a limited number of
rooms in the conference hotel. You will receive a room reserva-

The course fee is payable in advance after receipt of invoice
all refreshments. VAT is reclaimable.

EU GMP Inspectorates EUR 1,045.-

Accommodation
Registration
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Presentations/Certificate

that no printed materials will be handed out on site and that
there will not be any opportunity to print the presentations on
site. After the event, you will automatically receive your certifi-

cate of participation.
ECA has entrusted Concept Heidelberg with the organisation

download and print before and after the event. Please note
of this event.

The presentations for this event will be available for you to
Phone: +49(0) 62 21/84 44 0 | Fax +49(0) 62 21/84 44 34

E-Mail: info@concept-heidelberg.de

The official conference language will be English.
www.concept-heidelberg.com

Conference language
Organisation and Contact
CONCEPT HEIDELBERG

P.0. Box 10 17 64 | D-69007 Heidelberg
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tion etc.

, organisa

Ms Julia Grimmer (Organisation Manager) at

For questions regarding reservation, hotel
+49 (0) 62 21/84 44 44, or per e-mail at

Mr Wolfgang Schmitt (Operations Director) at
please contact:

+49(0) 62 21/84 44 39, or per e-mail at
julia.grimmer@concept-heidelberg.de

For questions regarding content:
w.schmitt@concept-heidelberg.de
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