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Highlights
	� Basics of Lean Thinking

	� Case studies:

	- Linking Lean and Quality
	- Lean Documentation Systems
	- Lean and Kaizen in the Quality System 

	� Interactive Sessions:

	- A3 Lean Thinking Approach 
	- Lean Process Management 
	- Right-sizing GMP and Compliance

Speakers

Dr Anke von Harpe
QProgress, Germany

Cecilie Hejlskov
Syntese, Denmark

Arnoud Herremans
Lean Kaizen Consultant, 
The Netherlands

Christof Langer
OSConsulting, Austria

Dr Frank Seibel
Roche Diagnostics, Germany

Right-sizing GMP 
and Compliance	
How to implement Lean GMP-Systems
 
13/14 March 2025  | Barcelona, Spain

Compliance – Efficiency – Quality 

GMP Certification Programme 
Certified Quality Assurance Auditor



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
Good Manufacturing Practices (GMP) in the pharmaceutical in-
dustry are designed to ensure that products are consistently 
produced and controlled according to defined quality stan-
dards. However, some companies tend to overinterpret regula-
tions, leading to unnecessary processes that can inflate costs 
and reduce efficiency. To right-size GMP and compliance, and 
move towards lean GMP-systems while still adhering to regula-
tions and being compliant, companies can consider several stra-
tegies and use various tools. By focusing on these, companies 
can develop lean GMP-systems that are not only compliant but 
also optimised for efficiency and effectiveness. It's about fin-
ding the right balance between ensuring product quality and 
safety while eliminating unnecessary costs and processes. 

Target Audience
Managers and Executives from pharmaceutical Quality Manage-
ment and Assurance, Business Executives and Production Mana-
gers and those involved in continuous improvement projects. 

Moderator
Wolfgang Schmitt, CONCEPT Heidelberg (on behalf of ECA)

Programme 
 
Less is more: Insights from continuous Improvement 
to bring GMP to the Size you need

	� What does lean thinking mean (and what does non-lean 
thinking mean)?

	� Role of Quality functions
	� Customer value
	� Examples for problem solving tools
	� Continuous improvement

Lean Process Management:  
Case Studies & Template Tools

	� PfC Analysis
	� Process Competent Assessment
	� Effectiveness Check
	� Templates

Linking Lean and Quality

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

	� Potential Target Areas of Lean
	- QC backlog
	- Timely deviation closure
	- Batch Record Review
	- “Non Make/Assess/Release”- areas
	- Lean leadership

Interactive Sessions 

Coaching and Mentoring your People towards better 
GMP Improvements
Learn and discuss the A3 lean thinking approach as a lear-
ning practice, problem solving tool and knowledge sha-
ring.

Lean Process Management: Workshop with Theory and 
Group Excersises 
Learn to manage your quality processes in a practical and 
lean way through an interactive workshop with theory 
and group exercises.

Right-sizing GMP and Compliance
	� The ‘What’ vs the ‘How’ - what is the right ratio?
	� How to apply ‘Ensuring’ and ‘Controlling’ in a 

balanced manner
	� The ‘7 deadly sins’ of right-sized compliance
	� Ways to implement
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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



Speakers

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

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.   

Cecilie Hejlskov
Syntese A/S, Denmark

Cecilie Hejlskov is Operational Excellence Manager at Syntese 
(a Ferring company). Some of her former positions include Spe-
cialist in Global Operational Excellence, Value Stream Manager 
and Lean Office Manager. Cecilie also has a Lean Six Sigma 
Green Belt Certification.

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. 

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.

Dr Frank Seibel
Roche Diagnostics GmbH, Germany

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.

Social Event

On 13 March you are cordially invited to a social event (city 
tour and Dinner). This is an excellent opportunity to share 
your experiences with colleagues from other companies in 
a relaxed atmosphere.
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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 initi-
al and continuing training,…“. This is why you receive an acknow-
ledged participant certificate, which lists the contents of the se-
minar in detail 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 ac-
quire 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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Date
Thursday, 13 March 2025, 9.00h – 17.30h
(Registration and coffee 8.30h – 9.00h)
Friday, 14 March 2025, 8.30h – 14.45h

Venue
Barceló Sants Hotel
Plaça dels Països Catalans, s/n | 08014 Barcelona, Spain
Phone: +34 (93) 503 53 00
E-mail: sants@barcelo.com

Fees (per delegate, plus VAT)
ECA Members EUR 1,890.- 
APIC Members EUR 1,990.- 
(does not include ECA Membership)
Non-ECA Members EUR 2,090.- 
EU GMP Inspectorates EUR 1,045.- 
The conference fee is payable in advance after receipt of in-
voice and includes lunch on both days and all refreshments.  
VAT is reclaimable.

Accommodation
CONCEPT has reserved a limited number of rooms in the 
conference hotel.  You will receive a room reservation form/
POG when you have registered for the course. Reservation 
should be made directly with the hotel. Early reservation is 
recommended. 

Registration 
Via the attached reservation form, by e-mail or by fax – or 
search and register directly at www.gmp-compliance.org 
under the number 21671.

Presentations/Certificate 
The presentations for this event will be available for you to 
download and print before and after the event. Please note 
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.

Conference language
The official conference language will be English.

Organisation and Contact
ECA has entrusted Concept Heidelberg with the 
organisation of this event. 

CONCEPT HEIDELBERG
P.O. Box 10 17 64  |  D-69007 Heidelberg
Phone: +49(0) 62 21/84 44-0 
Fax: +49(0) 62 21/84 44 34
info@concept-heidelberg.de 
www.concept-heidelberg.com

For questions regarding content please contact:
Mr Wolfgang Schmitt (Operations Director) at 
+49(0) 62 21/84 44 39, or per e-mail at 
w.schmitt@concept-heidelberg.de

For questions regarding reservation, hotel, 
organisation etc. please contact:
Ms Isabell Helm (Organisation Manager) at 
+49(0) 62 21/84 44 49, or per e-mail at 
helm@concept-heidelberg.de
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