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= How Lean Thinking supports our GMP Status
= Basic Lean SixSigma Tools
= Case studies:
- Linking Lean and Quality
- Lean Documentation Systems
- Lean and Kaizen in the Quality System
- Hub Release Process Optimisation
= Parallel Sessions:
- A3 Lean Thinking Approach
- Lean Management of Quality Processes
- Risk Assessment and Criticality Analyses in APl Manufacturing

With a Workshop on the Application of
Lean and SixSigma Tools




Programme

Objectives

Learn how to design lean, efficient and compliant Quality and
GMP-Systems that will support you in turning your quality goals
into reality.

Background

Those of us in the competitive and highly regulated pharmaceu-
tical industry understand the need to balance operational effici-
ency with regulatory compliance. We must find ways to reduce
complexities, eliminate redundancies and streamline operations
while staying compliant with an array of regulations and gui-
dance documents. Making changes to our quality processes re-
quires overcoming challenges arising from these often compe-
ting interests.

However, to face regulatory requirements and expectations,
pharmaceutical quality systems have been becoming more and
more complex over the past years. In many companies, this has
led to a certain inflexibility and inefficiency. But quality related
processes, procedures and their related documents should mo-
nitor and support, not constrain the true core competence of
pharmaceutical companies: the manufacture of cost-effective
medicines and APIs at highest quality and in compliance with the
regulations.

Quality Managers need to know how to fulfil the regulatory re-
quirements efficiently and how to implement the necessary pro-
cesses in a lean and cost-effective manner that supports efficacy
and safety.

Target Audience
Managers and Executives from pharmaceutical and API Quality
Management and Assurance, Business Executives and Produc-

tion Managers and those involved in continuous improvement
projects.

Moderator

Wolfgang Schmitt, CONCEPT Heidelberg (on behalf of ECA)

Programme

How Lean Thinking supports our GMP Status
(Basic Lean SixSigma Tools)

= Background and definitions:
- Lean thinking
- Customer value
- Continuous improvement
- Waste (in a process)
= Fundamental problem-solving tools used to support Lean
Six Sigma and other process improvement efforts

Workshops

The A3 Management Process and how to apply it

Learn and discuss the A3 lean thinking approach as a lear-
ning practice, problem solving tool and knowledge sha-
ring.

Lean Management of Quality Processes
Learn to manage your quality processes in a practical and
lean way through an interactive workshop with theory and
group exercises.

= Process competence Assessment

= PfC Analysis

= Stability, complexity and control

= Tailored process controls

= Practical Lean accounting

Your Benefits:

Internationally Acknowledged
Certificate from ECA Academy

The EU GMP Guide requires:

,... All personnel 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 de-
tail and with which you document your training.

This Training Course is recognized for the
Quality Assurance Manager Certification Scheme /

Building on your education the ECA GMP/GDP certification pro-
grammes provide you with the appropriate supplement to acquire
this qualification. This training course is the first element for your
additional certification. Simply choose any three courses within the
programme according to your professional interest. Your certificate
is then valid for two years. To renew it, you can pick any training from
the ECA courses and conferences list within that two-years period -

allowing you to broaden your knowledge in GMP and GDP compliance.
Please find more information at www.gmp-certification.org
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Case Studies:

Linking Lean and Quality

Discussion of various case studies in two interactive sessions,
for example:

=  Use historic data

=  Getout of amess

= Make use of a network

Lean (Documentation) Systems

= Background

= Tools and structural elements for efficient GMP
documents

= Training - how to ensure the right level for each role

= (Case study: Batch Record Review to the point

Kaizen as a Powerful Tool for Optimisation of
Complex Processes

= Does the system fit to the company?

= Methods for determining needs and finding solutions

= Customer-oriented project planning as a central success
factor

Using LEAN Thinking for Improvements in the
Quality Management System (QMS)

= Experiences in using LEAN/Six sigma methodology for
QMS improvements

= Examples of process simplifications

= Deep dive in creating a LEAN CAPA process

% Stay informed with the GMP

Newsletters from ECA

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

To subscribe, simply scan the QR code on the
right or visit www.gmp-compliance.org/
gmp-newsletter

Dr Anke von Harpe
QProgress GmbH, Germany

Dr Anke von Harpe started her consultancy business in 2018.
Prior to that, she held various senior QA positions in the phar-
maceutical industry, including QP and Director Quality Systems.

Arnoud Herremans
Lean Kaizen Consultant, Netherlands

Arnoud Herremans was Senior Scientist at Solvay Pharmaceuti-
cals and Research Unit Manager at Abbott Healthcare. He has a
psychological background (Behavioural Neuroscience at Utre-
cht University) and has been applying Lean, SixSigma and Kai-
zen methods to the life sciences industry.

Cecilie Hejlskov
Syntese A/S, Denmark

Cecilie Hejlskov is Operational Excellence Manager at Syntese
(a Ferring company). Before that she was Specialist in Global
Operational Excellence at Xellia Pharmaceuticals. Some of her
former positions include Manager of Chemical Production, Val-
ue Stream Manager and Lean Office Manager. Cecilie also has a
Lean Six Sigma Green Belt Certification.

L.qek' Wolfgang Schmitt

ﬂ Concept Heidelberg, Germany

Wolfgang Schmitt is Vice President and organises and conducts
courses and conferences on behalf of the ECA Academy in the ar-
eas QA and GMP. Before that Wolfgang was Associate Director,
QP and GMP-Auditor at Abbott.

g Dr Frank Seibel
%} Roche Diagnostics GmbH, Germany

W
Dr Frank Seibel is Quality Site Head at Roche Diagnostics in
Mannheim. Before that he was, amongst others, Senior Vice
President Corporate Quality & HSE at Aenova Holding and Di-
rector Global Manufacturing Quality Strategy at AbbVie.
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EU GMP Inspectorates EUR 945.-

voice and includes lunch on both days and all refreshments.

VAT is reclaimable.

Via the attached reservation form, by e-mail or by fax mes-
sage. Or you register online at www.gmp-compliance.org.
The presentations for this event will be available for you to

should be made directly with the hotel. Early reservation is

POG when you have registered for the course. Reservation
recommended.

The conference fee is payable in advance after receipt of in-
CONCEPT has reserved a limited number of rooms in the
conference hotel. You will receive a room reservation form/

Presentations/Certificate

Accommodation
Registration

‘813q1apIaH s! uondIpsN( jo 3uno) “Ajdde |1eys me) uewan

"(2z0z AInf 40 sy) i(pawayuod 3 3ou |jim JuawiAed Jo 3diad3.) 2294

-u0d ay3 ui jedidnted 03 pajaua a1e nok quawAed N0k paniadal aney am Jaye
Auo 194 3uswAed ay3 apew jou aaey noA 41 uaAs ‘934 uoies3si3au )ny Y1 Aed 03
aAeY 1]im noA ‘sn pawiojul Buiney 3noyiim 3uaAa ay) je seadde Jou op nok ased uj
"23esSaW UNOA 9AI2ID1 IM LIYM Je B}

40 3uiod ay3 03 Buipiodde paje|ndjed aq uayl JjIm 234 UoIIe)jddUED By “BuiM
Ul sn wuojur 03 aney noK ‘yied axe) Jouued noA J| “adueseadde-uou Jo uone)ed

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

certificate of participation.
ECA has entrusted Concept Heidelberg with the organisati-

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

The official conference language will be English.
P.0.Box 1017 64 | D-69007 Heidelberg

Phone: +49(0) 62 21/84 44-0

Organisation and Contact
Fax: +49(0) 62 21/84 44 34

Conference language
CONCEPT HEIDELBERG
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For questions regarding content please contact:
Mr Wolfgang Schmitt (Operations Director) at
+49(0) 62 21/84 44 39, or per e-mail at

at +49(0)6221 / 84 44 49 or per e-mail at

For questions regarding reservation, hotel,
helm@concept-heidelberg.de

organisation etc. please contact:
Ms Isabell Helm (Organisation Manager),

www.concept-heidelberg.com
w.schmitt@concept-heidelberg.de
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