- GMP for Beginners
in Sterile Manufacturing

YEARS

tnformation Source

SPEAKERS:

Colin Booth
The Binding Site, UK

L M

Michael Grosser
Novartis Pharma Stein

B [ncl. workshop “Entering the clean area” and
B Case studies “Establishing an environmental monitor-
ing program and handling of failures in microbiology”

08-09 October 2019, Berlin, Germany

Dr Bjorn Wiese
Zimmer Biomet

LEARNING OBJECTIVES:

® Clean Rooms and Barrier Systems
B Microbiological Basics

B Training Requirements

® Cleaning and Disinfection
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Obijectives

Programme

The course is designed for people working in sterile

manufacturing to get basic knowledge of GMP.

B You get to know the most important pharmaceutical
regulations for sterile manufacturing and their impor-
tance,

B You get a basic overview of general GMP require-
ments and specific requirements in sterile manufac-
turing and

B You become familiar with the most important basic
processes in sterile pharmaceutical production

Background

Knowing and applying the GMP regulations is one of the
key elements in the manufacture of medicinal products
and medical devices. Particularly in the manufacture of
sterile medicinal products, employees have to comply
with extensive requirements. Against this background,
employees have to know the GMP requirements and must
know how to use them in practice.

The question is: how can employees implement in their
daily work regulations which are usually formulated in a
very general manner?

The aim of the course is to help answer this question and
enable the concrete transfer of regulatory requirements
into practice. Where are the main difficulties and how can
they be solved pragmatically? The course will present ele-
ments and situations which employees are regularly con-
fronted with, like for example:

B Correct cleaning / disinfection

B Behaviourin clean rooms

B Correctly passing into the clean rooms
B Environmental Monitoring

B Performance of Media Fills

Target Group

The course is directed to staff from the healthcare industry
having no or little experience with the current GMP
requirements for sterile manufacturing. This includes both
employees who, after their vocational training, enter the
pharmaceutical industry and experienced colleagues who
work for the first time in sterile manufacturing areas.
Suppliers who have to understand the quality require-
ments of their customers should also attend this course.

Moderator

Colin Booth

Introduction - What is specific for sterile
manufacturing?

What does sterile actually mean?
Controlling raw material supply
Sterilisation

Sterile Manufacturing Facilities

Process simulations

Microbiological control

Regulations for sterile manufacturing
B Overview of regulation hierarchy

B Regulations on Aseptic Processing
B Applicable ISO standards

Microbiological basics

B Characteristics of microorganisms

B Microbial growth

B Microbial identification techniques

B Detection methods and their limitations

Clean rooms and Barrier Systems
B Differences in the technology
B Decontamination vs. disinfection

B Validation aspects

B Environmental monitoring

B Risk considerations

Specific training requirements for sterile manufacturing
B Basics of microbiology

B Contamination sources and transfer

B Clean rooms

B Hygienic behaviour

Cleaning and disinfection

Definitions

Requirements - results - parameters
Types of detergents and disinfectants
Microbiological efficacy
Compeatibility of materials

Types of application

Surface wetting

Hygiene

B General definitions

B Purpose and function to pharmaceutical manufactur-
ing with reference to personnel, surfaces, equipment
Diversity of hazard - hazard analysis

Clean room conception

Gowning procedures

Decontamination procedures

Workshop: Entering the clean area

B Requirements

B How to meet the criteria - practice

Entering a clean area is a very critical step to fulfil the GMP
requirements. Employees must be trained and qualified and the
gowaning process must be validated. Attendees will learn different
procedures and discuss the advantages and disadvantages.



Sterilisation processes

Controlling bioburden / pyroburden
Autoclaving

Filtration

Dry heat

Gamma irradiation

Ethylene Oxide

Involvement of the microbiological lab
Counting micro-organisms
Identifying micro-organisms

Process validation

Validating the sterility test

Raw material testing strategy

Trouble shooting

Environmental monitoring

B Regulatory requirements

B Content and establishing of an environmental
monitoring program

B Requirements concerning media and media suppliers

B Documentation and trending

Media Fill

Regulatory requirements
Microbiological media types
Process simulation contamination
Sample incubation

Laboratory work

Formal report

Handling failures in sterile manufacturing
B Historic background

B Regulatory requirements

B Example for a non-conformity system

B Case studies

Case Studies: Establishing an environmental monitor-
ing program and handling of failures in microbiology.
Some practical examples from a pharmaceutical company
will be demonstrated and discussed with the attendees.

Inspections / Audits / Observations

B Preparing for a formal inspection

Managing an FDA audit of sterile manufacturing
Internal audit program

Real world observations

Your OOS and OQT process

Social Event

In the evening of the first
course day, you are cordially

. invited to a social event. This is
I an excellent opportunity to
share your experiences with

! colleagues from other compa-
nies in a relaxed atmosphere.

Speakers

Colin Booth

The Binding Site, UK

Colin Booth was the manager of Pharma-
ceutical Microbiology for Glaxo Wellcome
Research and Development based in the
UK where he was responsible for all the
microbiology associated with the develop-
ment of all Glaxo Wellcome new products. In 2002 he
joined Oxoid Limited, now Thermo Fisher Scientific,
where he was Vice President Science and Technology.
Since 2016 he set up his own consultancy QMS. Since
2017 Director Regulatory and Quality Assurance for
“The Binding Site” a specialist VD company making
diagnostics tests for Cancer diagnosis.

Michael Grosser

Novartis Pharma Stein AG, Schweiz

Michael Grosser studied Microbiology at

the Albert Ludwig University in Freiburg/

Breisgau. He then worked for 14 years as

| Head of Microbiology at UFAG Laborato-
rien AG, Eurofins Scientific AG and GP

Grenzach Produktions GmbH (Bayer Health Care). Since

2009 he is working for Novartis Pharma Stein AG as Sen-

ior QA-Specialist, responsible for environmental moni-

toring in the sterile plant, QA oversight, validation of new

cleanrooms or isolators, deviation management and mi-

crobiological product release.

Wolf-Dieter Wanner

Augsburg, Germany

Studied pharmacy at the University of Mu-

| nich. He started working in a free pharmacy
and later joined Henkel KGaA in Diisseldorf
to establish a German decontamination
business relating to the industry. At Ecolab
Deutschland GmbH as a sales manager he integrated the
German clean room business with Adams Healthcare
and Shield Medicare into an international contamination
control team focused upon pharmaceutical aseptic man-
ufacturing. Since 2011 he works as a freelancer consult-
ant.

Rl Dr Bjorn Wiese

\ | Zimmer Biomet GmbH, Winterthur,

Switzerland

From 1996 to 2000 Bjorn Wiese worked as

% o project manager in R&D of Danisco Ingredi-

; . ents, Niebiill, Germany, and developed
start up cultures. Since November 2000, he

had been head of the microbiology department of

Hameln Pharmaceuticals, Hameln, Germany. From 2005

- 2010 Bjorn worked at the pharmaceutical production

site of Cilag in Schaffhausen, Switzerland. 2011 he joined

Zimmer GmbH now as Director Sterilization Technology

and Analytical Testing.




Easy Registration

Internet
www.gmp-compliance.org
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e-mail
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+49 6221 84 44 34
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