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e Whatis ISPE?

« Who is organized in ISPE?

e What does ISPE International?
« What offers ISPE International?
« What offers ISPE D/A/CH?

 Practical Examples of Workshops
— Linde / Glatt / Pharmatec, Dresden, Sep 2004
— Sartorius , Goettingen, March 2005
— Boehringer Ingelheim / Octapharma, Vienna, Oct 2005
— Schering, Berlin, March 2006
— Nycomed Austria/ PAA Laboratories / Red Cross Blood Center, June 2006

 CoPs/SIGs (Communities of Practice/Special Interest Groups)
 planned Workshops

« Advantages on a glance

« Contacts

About the Germany/Austria/Switzerland Affiliate 2
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ISPE (International Society for Pharmaceutical Engineering) is an independent non-
profit-organization, attended to provide training and share of information between
employees of the worldwide pharmaceutical industry. In the original concept at its
foundation in 1980 the primary focus was on engineering. However, meanwhile the
member pattern is composed of all domains of the healthcare system.

Today ISPE lists over 23.000 members in more than 80 countries worldwide
and is continuously growing, especially in India, Russia and China.

The German-speaking affiliate D/A/CH, comprising Germany, Austria and
Switzerland counts 1.000 members presently.

All Global Pharmaceutical Companies are represented in ISPE and give input to
decisions in International Committees. ISPE is globally well accepted and a professional
partner for all relevant regulatory bodies.

The Supply Industry is represented from the industry sectors machine manufacturing,
consulting, instrumentation and facility management.

About the Germany/Austria/Switzerland Affiliate 3
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Who iIs organized in ISPE? oS

Increase of Membership D/A/CH

Figures dated from December each Year

500

About the Germany/Austria/Switzerland Affiliate

Switzerland 35 %l

INNOVATION

Structure of Membership acc. to Countries

7

Austria 5 %

Germany 60 %

Structure of Membership acc. to Sphere of Activity

Equipment
Supplier Pharmacy Industry
26 % Product & Active Ingredients
™~ 46 %

- v\ ~———_  Universities /

Associations /

Architects / Authorities
Consultants / 3%
Engineering Offices
25 %
4
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;E Germany/Austria/
What does ISPE International ? .

» |ISPE participates in the preparation of regulatory guidelines of FDA and EMEA.
As members of ISPE industry representatives get the opportunity to introduce their
needs and requirements into the development or revision of regulations.

« |ISPE develops guidance documents based on regulatory guidelines of the relevant
authorities, e.g. FDA and EMEA. These are published as Baseline® Guides.

» Further ISPE activities comprise GAMP* and Good Practice guides addressing

various topics such as Process Analytical Technology, compliance, clinical studies
and facility design.

* Good Automated Manufacturing Practice

About the Germany/Austria/Switzerland Affiliate S
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ISPE provides access to world-wide organized networks,
e.g. technical expert committees.

ISPE is providing an international platform for exchange of experiences through
conferences and seminars organized by ISPE International.

International subject matter expert groups of ISPE support the process optimization
initiatives of the pharmaceutical industry, e.g. life-cycle-cost, compliance and
time-to-market.

About the Germany/Austria/Switzerland Affiliate
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 Workshops with factory visits offer a continuous exchange of experiences.

Example:
Workshop , Packaging and Process Optimization“, held at Schering in Berlin in
March 2006. In this event members participated who work for companies as different as:

= Agilent Technologies = Frewitt Printing SA = Richter Pharma AG

= August Faller KG = GABA International AG = Robert Bosch GmbH

= Bayer Healthcare AG = Gerhard Schubert GmbH = Roche Diagnostics GmbH

= Boehringer Ingelheim Pharma GmbH = Glatt GmbH = Sanofi-Aventis Deutschland GmbH
= Christ Pharma + Life Science AG = Harro Hofliger GmbH = Servotech GmbH

= Cilag AG = Hochschule Harz = Siemens AG

= Dividella AG = Lewa GmbH = Tuchenhagen GmbH

= Elektrizitats AG EAGB = Merckle GmbH = Uhlmann VisioTec GmbH

= Festo AG & Co.KG = Nycomed Austria GmbH = Werum Software & Systems AG

as well as for other companies belonging to the services and consulting sector.

 Interdisciplinary exchange and active participation in the setting of current and
future legal / technical / technological trends.

About the Germany/Austria/Switzerland Affiliate 7
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A knowledge platform for the exchange of experiences, and thus to leave the limits
of daily work.

ISPE makes associates of pharmaceutical and supply industries speak ,,the same
language®. Pharmaceutical and supply industries, planning companies, and
universities work on the same questions, such as improvement of economic efficiency,
guality and compliance.

ISPE provides an insight into different divisions of the pharmaceutical industry,
like research & development, logistics, continuous/batch production for active
ingredients/bulk/manufacturing, BioTech, generics, sterile production.

Provides a base of communication for the exchange of benchmarks in order to
enlarge company specific experiences.

About the Germany/Austria/Switzerland Affiliate 8
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Glatt GmbH
Pharmatec GmbH
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ISPE D/A/CH 10. Anniversary- Workshop@|

Engineering
Containment Technology Germany,
Standardization of modular Dresden

production systems

September 2004

6.2!21 « ,Fast Track" — Layout development
S by integrated facility engineering

Phar‘ma « Standardization of modular
tec

production systems

@w » Containment technology




Workshop
Sartorius AG

. Thema

Process Solutions:

Upstream und Downstream —

Processing

. Zeitraum

March 2005

. Inhalt

sartorius

B

Germany,
Gottingen

. Anzahl Teilnehmer

50

* Innovative design of Upstream-Processing and efficiency
increase in the Downstream-Processing

* Site visit

* Current trends and new solution in the

Downstream-Processing

* Integrated validation of biotechnological production

* Fast Track Engineering

(5 | Germany/Austria/
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Workshop

. . . Germany/Austria/
Boehringer Ingelheim Austria GmbH 3witze|'¥and Affiliate
Octapharma Wien P
Forschung und Produktion Osterreich,
in Osterreich Wien

Oktober 2005 50

™ Boehringer e Presentation of a biotechnology

||||| Ingelheim production (new building project)
including site visit of Boehringer
Ingelheim in Vienna

ocla phormc] * Presentation of the blood plasma

fractioning plant and sterile filling plant
including site visit of Octapharma in
Vienna

Come Together

* Presentation about the historical development of
pharmaceutical industry in Austria

» Presentation ,biotechnology in Austria“




Workshop
Schering AG

. Topic

Packaging, efficiency and
process optimization

. Period

March 2006

Content

\%HERING

» Efficiency and process optimization in the packaging area

using KPIs.

. Location

Schering Supply Center,

Berlin

. Number of participants

45

» Zone concepts for optimization of material flow and

space-time-recovery.

* New trends in packaging technology.

* Increased anti-counterfeiting

 Tour trough the Schering packaging area

:’f;r‘ %y | Germany/Austria/
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Filling line for weekly blister

Weekly report OEE




Workshop | m

Nycomed Austria GmbH

Germany/Austria/
Switzerland Affiliate

PAA Laboratories GmbH @ PA FI ENGINEERNG
Red Cross Blood Centre Linz S;tm;;sm
Pharmaceutical and Austria,
Biotechnological industry Linz
June 2006

 Presentation of the biotechnological production
(extension) incl. a site visit at Nycomed Austria in Linz.

* Presentation of the blood bottle manufacturing / cell- &
tissue engineering (new building) incl. a site visit at the
blood centre in Linz.

* Presentation of the GMP compliant production of culture
media at PAA in Pasching incl. a site visit.

» Speeches:

- Min R. Dr. Johannes Kurz ,Advanced Therapy Regulations*”
- Univ. Prof. DI Dr. Johannes Khinast ,Process optimization
in the pharmaceutical industry “.
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Upcoming Events

You can find upcoming Events like:

Workshop, Professional Discussions, Communities of Practice (CoPs),
etc.

via ISPE home page: http://www.ispe.org/germany-switzerland

About the Germany/Austria/Switzerland Affiliate 14
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Co0PS (Community of Practise)
SIGS (Special Interest Groups)
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SIGs within the ISPE provide the participants with the opportunity for discussion and exchange of experience
focusing on specific areas of interest. As a result of these discussions, documents will be created which will

assist ISPE members when dealing with these topics.

CoP PAT

With the new "risk-based approach" and the PAT

Guidance published to outline it, the FDA has
started a paradigm change in pharmaceutical
manufacturing and control. This entails new
challenges for the pharmaceutical industry.

The objective of PAT CoP is to master these
challenges with a comprehensive exchange of
experience and information among industry,
suppliers and regulatory authorities.

The group is internationally represented in ISPE

through the ISPE PAT CoP (Community of
Practice) Steering Committee which has tight
direct contact with the FDA.

Contact: Christian Wolbeling

About the Germany/Austria/Switzerland Affiliate

SIG Water & Steam

The goals of the SIG ,Water and Steam* are to
offer guidance with the implementation of the
Baseline-Guide Vol. 4 “Water & Steam” as well
as to provide input to future volumes of the
Guide. The means to these goals are
roundtable discussions and workshops held
once or twice yearly on topics relating to water
and steam chosen by the participants.
Networking with the SIG's in other affiliates will
enable an international exchange of ideas and
experiences.

Contact: L6he, Tanja and Christian Stark,

15
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— Information of the current status and trends in the pharmaceutical industries,
market information and international contacts inclusive. ISPE member will receive
the journal PHARMACEUTICAL ENGINEERING (6 x per year) and access to the
On-Line Archive

=) Constant exchange of experiences during Workshops, Site visits and CoPs/SIGs
(Communities of Practise/Special Interest Groups, e.g. Water, PAT) within ISPE
D/A/CH

) Assure Seminars for further education within ISPE Europe. ISPE members will
get discount for all ISPE-Conferences, — Congresses, -Seminars and —Training
courses

=) Exclusive access for all members to the ISPE-Website with special platforms for
discussion and downloads free of charge

=) Rebates within purchasing of Technical Literature (GAMP, Baselines)

—) Provide access to the register of ISPE members (about 23.000) in approx. 80
countries.

About the Germany/Austria/Switzerland Affiliate 16
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ISPE D/A/CH can be contacted via its homepage: http://www.ispe.org/germany-switzerland. If you are interested in ISPE or have
guestions about ISPE, you can also get in touch with the Board/Committee direct. The geographical distribution of our Board/Committee
members will surely create the opportunity for you to arrange for a personal discussion.

Board
Chair Oesterle, Werner

Vice Chair  Dr.Fischer, Wolfgang

Treasurer Dietl, Arnulf

Secretary Sopp, Rolf
Committee
Battig, Hans

Bahne, Andreas
Baumgartner, Gunter
Groschel, Klaus
Prof.Dr.Hensel, Hartmut
Kriegl, Josef

L6 he, Tanja

Dr. M ller, Michael
Oeder, Klaus

Dr. Scholl, Frank

Dr. Seiferlein, Werner
Stark, Christian

Dr. Trondle, Norbert
Waldleben, Thomas

Wolbeling, Christian

Sanofi-Aventis Deutschland GmbH
Bayer HealthCare AG
P ED Pharma Engineering Dietl

Zimmer GmbH

Boehringer Ingelheim GmbH
Nycomed Austria GmbH

Glatt GmbH

Hochschule Harz

LSMW GmbH

ELGA Berkefeld GmbH

Siemens AG

Schering AG

Robert Bosch GmbH
Sanofi-Aventis Deutschland GmbH
Christ Pharma & Life Science AG
CILAGAG

Pfizer GmbH

Werum Software & Systems AG

+49 (0) 69 3053874
+49 (0) 214 3037871
+49 (0) 173 5662334
+49 (0) 177 4620641

+41(0) 61261905
+49 (0) 6132 772287
+43 (0) 732 6919-4292
+49 (0) 7621664-45
+49 (0) 3943 659313
+43 (0) 1803 7228 70
+49 (0) 541803 173
+49 (0) 69 305-16105
+49 (0) 30 46812566
+41(0) 7551142581
+49 (0) 69 3057523
+41(0) 61755 82 38
+41(0) 52 630 9885
+49 (0) 7615182727
+49 (0) 4131890049

werner.oesterle@sanofi-aventis.com
wolfgang fischer@bayerhealthcare.com
arnulf.dietl@gmx.net

rolf.sopp@onlinehome.de

baettig@intergga.ch
bahnea@ing.boehringer-ingelheim.com
guba@nycomed.com
klaus.groeschel@glatt.de
hhensel@hs-harz.de

josef kriegl@Ismw.de
tanjaloehe@veoliawater.com
muellermi@siemens.com
klaus.oeder@schering.de

frank.scholl@bo schpackaging.com
werner.seiferlein@sanofi-aventis.com
christian.stark@christ.ch
ntroendi@gpsch.jnj.com
waldleben@geistlich.ch

woelbeling@werum.de

D - Frankfurt
D - Wuppertal
D - Wiesbaden
D - Dreieich

CH -Basle
D - Ingelheim
A -Linz

D -Binzen

D - Clausthal
A -Vienna

D -Celle

D - Frankfurt
D -Berlin

D - lishofen
D - Frankfurt
CH -Basle
CH - Schaffhausen
D - Freiburg
D - Luneburg

D/A/CH Affiliate Manager

European Office, Brussels, Belgium

ISPE Headquarter, Tampa, USA

Rolf Sopp
+49 (0) 177- 4620641

eMail: Rolf.Sopp@onlinehome.de

Tel: 32-2-7-743-44-22

eMail: ispe@associationhg.com

Tel: 1-813-960-2105

Homepage: www.ispe.org

eMail: customerservice@ispe.org



http://www.ispe.org/germany-switzerland
http://www.ispe.org/

A48 | Germany/Austria/
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Standard membership:
- 190 € in the first year
- 150 € in subsequent years

Special membership:

- 30 €/ year full-time employees of state organizations (supervisory
authorities, public bodies,...)

- 30 €/ year full-time employees of educational institutions (universities,
technical colleges,...)

- 15 €/ year for students

About the Germany/Austria/Switzerland Affiliate 18
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