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Obijectives

Programme

During this course, you will learn all relevant aspects to
implement and/ or improve your Change Control Sys-
tem fulfilling regulatory and GMP requirements. You will
get to know the whole process from initiation over im-
plementation to regulatory submissions. You will also
have the possibility to work on practical examples.

Background

Change Control systems should be an integral part of the
quality management system (QMS) of each company.
Their task and aim is to ensure that all announced or re-
quested changes are carefully checked and completely
documented and authorised.

Before starting implementing the change, questions need
to be answered like:

B How is the change classified?

B [sitavariation or a change?

B Who needs to be informed?

B What are the regulatory consequences?

A sound Change Control system is used to manage chang-
es of all types. The Change Control process is necessary to
prevent inappropriate changes from occurring. All GMP-
relevant changes should only be made with a complete
review and approval of a quality function and any other
department that might be impacted by the change.

Only if all functions involved in the process are working
together and know what needs to be considered, the
Change Control process will run smoothly and fast
enough to benefit from the change.

Itis of high importance to know all relevant aspects of the

whole Change Control process and the consequences a
change might have.

Target Group

This course is designed for all personnel involved in the
Change Control process at their company and for decision
makers who want to improve the existing systems.

Itis addressed to persons from Manufacturing, Quality
Control and Quality Assurance but also from from Regula-
tory Affairs.

Change Control: GMP Requirements

B European Requirements

When to contact authorities

Changes in key personnel

SMF changes

Change Control in the light of inspections

How to handle Changes in US

21 CFR 314.70

Changes to an approved NDA and ANDA

Examples (PAS, CBE, AR)

Annual Report

Comparability Protocol (US) vs. Change Management
Protocol (EV)

The Change Control Process through the Product Life
Cycle (Part1):

How to manage it, who’s involved and when does it
apply

B The importance of Change Control

GMP-compliant Change Control

Responsibilities

General Requirements

Implementation of Changes

Interactive Session: How to implement a comprehen-
sible Change Control System in your Company

B EU Variation Procedure

B Change Control Handbook

B SOPs

B Change Control Protocol

H Forms

with practical advice how to implement and use them

List of examples:
As a delegate you will get a comprehensive list of
examples for Variations.

What'’s a Change and how to proceed

B Technical changes: Change Control or not
How to deal with software updates

Risk Analysis in Change Control
Classification of Changes

How to document changes



The Change Control Process through the Product Life
Cycle (Part 2):

Risk Management and Quality Metrics

B The final review and evaluation after implementation
B CC effectiveness check

B Applicable KPIs and Quality Metrics

Workshops:

Interactive exercises to examine and evaluate some
real examples of various changes:

Manufacturing process

Cleaning process

Analytical process

Microbiological testing

IMPD

Manufacturer’s Authorisation

Social Event

At the end of the first day of the course you are invited to
take part in an evening program in the beautiful city of
Vienna. This is an excellent opportunity to share your ex-
periences with the speakers and colleagues from other
companies in a relaxed atmosphere.

Speakers

Richard M. Bonner

ECA, formerly with Eli Lilly, U.K.

Dick Bonner is Chairman of the ECA
and the European QP Association. He
also works as a consultant to the Phar-
maceutical Industry. Previous to his cur-
rent role he was a Senior Quality Adviser
for Eli Lilly and Company. He had 31
years experience within the pharmaceutical industry
working in production, technical services and both Qual-
ity Control and Quality Assurance functions. Dick Bonner
is a Qualified Person in Europe

Dr Hiltrud Horn

Horn Pharmaceutical Consulting,
Germany

Dr Hiltrud Horn is managing director of
HORN PHARMACEUTICAL CONSULT-
ING. From 1990 to 1997, she was em-
ployed by Hoffmann-La Roche in Qual-
ity Assurance. From 1997 to 1999, she
dealt with medical writing in the ‘International Drug Reg-
ulatory Affaires and Project Management’ department of
the same company. In 1999, she joined Knoll AG as head
of the departments ‘Regulatory Compliance and CMC
Documentation’ and ‘Dossier Production and Compli-
ance’ for international drug registration. In 2002, she
started at Cap Gemini Ernst & Young, where she was the
responsible consultant for questions concerning bio-
technology and life sciences.

Aidan Madden

FivePharma, Ireland

Aidan Madden is CEO of FivePharma, a
Quality Services Company which he set
founded in 2003. Prior to setting up
FivePharma Aidan held senior quality
positions in Wyeth Pharmaceuticals,
Baxter Healthcare and Fort Dodge Labo-
ratories. Aidan holds a BS Degree in Biochemistry and an
MS Degree in Immunochemistry as well a Higher Diplo-
ma in Pharmaceutical Manufacturing Technology and a
Professional Teaching Qualification.

Rico Schulze

GMP Inspectorate, Local Authorities
Dresden, Germany

Rico Schulze is a Pharmacist and holds a
degree in Economics. Since 2003, he is
GMP and GDP Inspector at the Local In-
spectorate in Dresden. From 2008 to
2011 he was working at the Saxon State
Ministry of Social Affaires. He is also the Head of the Ger-
man Authorities’ Radiopharmaceuticals Working Group.
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