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Chemgineering has its roots in German-speaking Europe, from where we serve clients and projects from all over the world.   

The pictures in this annual report show different locations in the world where Chemgineering operates. The photos in Switzerland, 

Turkey, Malta, India, USA and China were taken by our employees.

Read on your smartphone
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Dear Reader,

In the last decade, no other year has presented Europe – and Germany in particular – with such great 

challenges and struggles. The huge wave of migration that came toward Europe – and is certainly not  

yet at an end – has given rise to problems that will surely take many more years of hard work to resolve. 

Only time will tell whether this work will succeed as Europe imagines. Despite these problems, the 

market in the life sciences industry has developed constantly and there is definitely a good chance that 

this trend will continue. What is becoming increasingly alarming, however, is the fact that more and 

more counterfeit pharmaceutical products are coming onto the market from Asia, particularly through 

trading on the Internet, which is difficult to monitor. In the last year, we noted that the life science 

industry again invested more in Europe. 

Financial year 2015 was a good year. You can find the numbers on page 6 in the article entitled «Facts 

and Figures 2015».

In 2015, we examined the results of the last 5-year strategy («Strategy 2014»): the implementation of our 

«Strategy 2014» was very successful, and we achieved the set targets in terms of growth and profitability. 

This led us to continue to pursue the original strategy, add further initiatives and begin implementation. 

We remain committed to the growth strategy, as well as to our core business, namely engineering and 

consulting for the pharmaceutical / biotechnology / medical device industries. During the first 20 years,   

our main market was German-speaking Europe: Germany, Switzerland and Austria. With the strategic 

initiative «Internationalisation», we are now beginning to focus on our customers abroad and to support 

their projects, whether investment-linked or investment-independent, in conjunction with our local 

partners. We have already executed projects worldwide in previous years; our consulting colleagues in 

particular have been sought-after partners for our customers’ global business activities for some time. 

We are celebrating our 20th anniversary in 2016. We are very proud of what has become of the com-

pany we established in 1996: an independent, optimally positioned, medium-sized enterprise.

We would like to take this opportunity to thank our clients and business partners for their confidence in 

our company and the many exciting and enriching moments in the last 20 years. We are especially 

grateful to our employees for their tireless efforts and loyalty to the company.

Kind regards,

Steven G. Tappan Dr. Armin Mayer

Chairman of the Board of Directors Vice-Chairman of the Board of Directors

Dr. Gerhard Bauer-Lewerenz  Dr. Ernst Staehelin 

Member of the Board of Directors  Member of the Board of Directors



4 Chemgineering Group | 2015

Chemgineering offers high-quality, proven consulting and engineering services for the GxP-regulated  life 

sciences industries including pharmaceuticals, biotechnology, fine chemistry, hospital pharmacies, 

medical technology, cosmetics, vitamins, diagnostics and food. The Business Designers support clients 

with services that are entirely independent from capital investment programs. The Technology Designers 

master complex investment projects complete with all the trades involved. Founded in 1996, the 

corporate group is based in Münchenstein near Basel, Switzerland, and has offices in Germany, Austria 

and Serbia.

Our focus

Our projects

We are constantly on the road for our customers all over the world. Audits, gap analyses, concept 

studies and other projects have taken us to some of the most remote regions on earth. Our  consultants 

and engineers have left their (blue) footprints for example in Iceland, across the Outer Hebrides,   

Tunisia, Indonesia, South Africa, Japan, China, Russia, India, Pakistan, Canada and the United States   

of America.

Chemgineering Group
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Chemgineering Group

2015  Another good year for Chemgineering. The implementation of the strategy for 2011– 2015   

is successfully completed and the 2020 strategy is drawn up. The priority areas for the   

coming years: internationalisation and expansion of the LSTK projects and hospital pharmacy 

business fields.

2014  The growth strategy was successfully implemented, resulting in the highest number of 

 employees and the highest sales figures in the history of our company. In particular, large-scale 

engineer ing projects in Switzerland, Germany and Austria contributed to an excellent result. 

Overall, the order inflow was good, due in part to international projects.

2013  Continuous streamlining of the organization and reinforcement of the Business Units.

2012  Chemgineering is growing and hires 45 new staff members. The company is awarded one 

large-scale project each in Switzerland and Austria, and opens an additional branch in   

Kirchbichl (Austria).

2011  Good market development and outstanding result thanks to a favorable economic climate and 

consistent implementation of the approved strategy throughout the organization.

2010  Examination of the strategic situation: Focus on growth in the home markets and developing 

opportunities in the «Operational Excellence» business segment. 

2009  Both the Consulting and the Engineering unit feel the worldwide economical crisis with regard  

to earnings. However, by awarding large construction and qualification projects, clients show 

their confidence in Chemgineering.

2008  Founding of Chemgineering Serbia d.o.o. in Belgrade. The Chemgineering Business Design 

(Consulting) and Chemgineering Technology (Engineering) companies operate independently.

2007  The Chemgineering Management buys back the shares of Uhde AG.

2004  The large-scale project MAB, Roche-Basle, is launched. Chemgineering delivers all of the 

process technology. 

2003  Strategic alliance with Uhde AG, a Thyssen-Krupp company. Projects and employees   

of the former «Uhde Pharma Consult», Heidelberg, have been integrated in Chemgineering 

Deutsch land GmbH. The Novartis large-scale project PHAD is launched.

2001  The Chemgineering Management buys the shares of Fluor Daniel Inc. Chemgineering is now fully 

in the hands of its executive committee.

2000  The Chemgineering Group extends the executive committee to seven members and establishes 

three strategic business units: Engineering, Information Systems and Consulting. Large-scale 

vitamin project at Roche, Grenzach, is completed successfully.

1999  The Chemgineering management buys the shares of Bertrams. Shortly afterwards, Bertrams AG 

declares bankruptcy.

1998  Fluor Daniel Inc. founds Advanced Solutions International B.V. (ASIBV), whose name was 

adopted from ASI GmbH. Chemgineering acquires 60% of SCInformatik AG. The large-scale 

project Centeon in Marburg is successfully completed.

1997  The office in Stuttgart opens, offering services in computerized system validation (CSV) and 

logistics. Chemgineering Planung GmbH launches its operations in Austria.

1996  Bertrams AG (Muttenz) and Fluor Daniel Corp. (USA) found the joint venture Chemgineering.

Key historical data
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Chemgineering Group
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The projects of the Chemgineering Business Designers are focused on services that are entirely inde-

pendent of capital investment programs. The management consultants ensure efficient, cost-effective 

processes and organizations, while the medical technology and pharmaceutical compliance consultants 

are responsible for the introduction, implementation, auditing and maintenance of internationally oriented 

quality management systems. Our IT consultants ensure efficient, valid implementation of effective  and 

future-capable IT environments. The Business Designers provide you not only with proven implementa-

tion experts, but temporary managers as well, who streamline and revitalize your organization while 

ensuring that compliance and cost-effectiveness are not neglected. Strategy development, implementa-

tion and temporary management are tailored precisely to the needs of our customers.

Our business activities at a glance:

Management Consulting

Process Cost Optimization

Organization Development 

Target Costing

Pharma Compliance

Q-Systems Life Cycle Management

Rent an Expert

International Inspection Management 

Medical Devices Compliance

Applying risk management principles efficiently

Practical implementation of quality management systems

Ensuring global compliance

Efficient IT

IT Process Efficiency and Effectiveness

Validation of Information Systems

GMP-compliant IT Integration Management 

Focused on efficiency, cost-effectiveness and compliance:  
The core business of the Chemgineering Business Designers
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The Business Designers

GMP compliance consulting is our mainstay

2015 is symbolic of where Chemgineering 

Business Design has come from and how the 

company is evolving. Our core business con-

tinues to be GMP compliance consulting in 

the pharmaceutical industry, complemented 

by many years of experience in the valida-

tion of computerized systems. More recently 

added are the areas of medical technology 

compliance and management consulting. We 

will also further develop this comprehensive 

service offering in the current year.

In last year’s report, we addressed the subject of 

our «people business» and the constant task of 

finding outstanding employees, and inspiring and 

binding those employees to the company. It 

remains true that quality also attracts quality. For 

this reason, last year we again attracted highly 

qualified colleagues. Unfortunately, however, we 

also had to witness the downside of human 

resources work, as very good, especially young 

colleagues, left us to pursue other experiences. 

This is basically a normal process for a consulting 

firm: young people leave after a few years and 

apply their acquired skills elsewhere. Neverthe-

less, of course it is always a shame when this 

happens. But we are also proud that our people 

are in demand and wish them (now at our 

customers) all the best for the future!

Management Consulting

The projects commenced in 2014 in the field of 

organisational development were brought to    

a very successful conclusion. Corresponding 

reference letters demonstrate this in impressive 

fashion. Our focus on the interfaces between 

production, quality control and logistics is 

based on our strengths in the operations of   

the life sciences industry and is thus fully 

appreciated by our customers. Furthermore, 

other projects won last year focused on the 

development of KPI systems with the objective   

of giving a meaningful basis for management 

reviews.  We see this as an endorsement of the 

integrity of our specialisation in organisational 

development, process cost reduction and select-

ed strategic issues.

Pharma Compliance 

Our largest consulting area impressively demon-

strates that it is worthwhile to build on strengths 

developed over many years of practical experi-

ence. As third party auditors, our consultants are 

almost permanently on the move worldwide, 

where they apply their diverse knowledge of 

relevant regulations and current challenges in 

QA / QC, logistics, manufacturing and acceptance. 

Moreover, colleagues are engaged in the widest 

variety of GMP compliance projects, such as 

transfer projects, validation of analytical methods, 

pre paration of regulatory inspections, validation 

of cleaning procedures, risk management, and 

hence ultimately in the design of lean quality life 

cycle processes. In many cases, our manage-

ment consultants also came on board, because 

we are convinced that an organisation imple-

mented with foresight sustainably supports 

compliance. In the close interaction between our 

management and compliance consultants,   

we offer our clients a unique combination with  

the benefits of economical, demonstrably safer 

processes. Many successfully concluded inspec-

tions by international authorities on behalf of our 

clients are very impressive proof of this. We have 

also received written references from our clients  

in this area.

Medical Devices Compliance

The impact of changing legislation for medical 

devices in the EU was already evident in 2015. 

Although the upcoming EU regulation was not yet 

in force and the implementation of the revised 

ISO 13485 on quality management for medical 

devices was again postponed, we still felt the 

effects in 2015. In the compliance projects under - 

taken by our medical technology specialists,   
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lively interest was expressed in the anticipated 

changes during 2015. 

The Business Designers 

We are ideally equipped for all these changes due 

to our high level of specialist expertise and many 

years of «training» in accompanying and prepar-

ing for FDA inspections. We have been accepted 

as competent speakers and contact partners  at 

many VDI and TÜV seminars and subsequently 

invited to corporate in-house training events. For 

one of our clients in 2015, we even accompanied 

the so-called «Voluntary Compliance Improve-

ment Program» of the FDA as «Expert Consult-

ant», with the result that the FDA waived an 

inspection for two years.

Efficient IT and the validation of computerized 

systems 

We have been known as «the Computer System 

Validator» for 20 years. But we can do more.   

The importance of IT project management also 

continued to increase for us in 2015. Our imple-

mentation managers, who are totally independent 

from the software houses, act as part of each 

respective client’s organisation and precisely 

implement the interests of future users. In addi-

tion to the validation of computerized systems, 

we offer an accompanying portfolio with which 

our clients can implement efficient solutions with 

high user acceptance and validate their systems 

in an inspection-compliant manner. The IT 

organisation and the overall process naturally are 

also top priorities in this portfolio. IT is «only»   

a means for fulfilling a purpose and no more. In 

2016, we are further expanding our services 

relating to the reduction of IT processing costs, 

and offering customized procedures for lean, 

inspection- compliant IT project management 

geared to user requirements.

Outlook for 2016

The new year began well and almost everything 

has again already become routine. We have set a 

target of moderate growth and intend to strength-

en our team with additional, highly qualified 

consultants. We are keeping a close eye on the 

aforementioned changes in the regulations for 

medical devices and, following implementation of 

the revised ISO 13485 standard, we will immedi-

ately provide training for the adaptation of existing 

systems and directly support the implementation 

of the adjustments. The changes in individual 

notified bodies should also be mentioned in this 

context. These already resulted in exciting orders 

from clients in 2015, and the trend has continued 

in 2016. The high level of expertise of our special-

ists is demonstrated by the large number of 

 presentations and publications; we naturally 

intend to continue this tradition in 2016. Our high 

investment in our most important asset remains 

unchanged: the specialist knowledge and 

intensive mutual exchange of our consultants.   

To this end, we continue our practice groups in 

the four stated areas and complement internal 

training with regular visits to important conferenc-

es and seminars.

We look forward to an exciting 2016 with its 

diverse assignments and creative solutions. 

Contributing to the further improvement of patient 

safety and designing «economic compliance»   

in conjunction with our clients are also among   

our priorities in 2016.

Dr. Gerhard-Bauer Lewerenz

Head of Consulting, Chemgineering Group

The Business Designers
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Our Technology Designers deliver customized solutions tailored precisely to the demanding requirements 

of our customers and master sophisticated investment projects from conceptualization to handover.

Where we work

Pharmaceutical Industry 

Specialty Chemistry

Hospital Pharmacies

Vitamins /Cosmetics

Medical Technology

What we plan and implement

Production Plants for all Forms of Pharmaceuticals

Synthesis Facilities for Active Substances and Special Chemistry

Packaging Systems

Laboratories

Clean Rooms

Process Infrastructure Systems

Media and Energy Systems

Storage and Logistics Facilities

Automation Systems

Our areas of special expertise

Sterile Filling & Finishing

Track & Trace

Highly Active Substances

Biotechnology (Upstream + Downstream)

Blood Plasma Fractionation

Process Simulation

Safety Technology

High-purity Media

Exhaust Gas Treatment

Cryogenics

The services we provide

Feasibility Studies

Concept Design /Concept Planning

General Planning /General Contracting

Plant Design (Including 3D CAD)

Project Management

Construction Management

Commissioning

Qualification / Validation

Long-term planning:  

The core business of the Technology Designers
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The Technology Designers

Successful consolidation

The 2014 financial year, the most successful 

in Chemgineering’s history, demonstrated 

the achievements of which our employees –  

and hence the Chemgineering Group –  

are capable. When we were preparing the 

budgets for financial year 2015, it was 

 already clear that, in 2015, we would neither 

attain nor exceed the 2014 result: therefore, 

because of the above-average increase in 

personnel during 2014, we instead planned 

for 2015 to be a year of consolidation. The 

successes of recent financial years are due 

in large part to our «Strategy 2014». During 

the last financial year, this  was extended, 

adjusted and consolidated to form «Strategy 

2020». We are confident that this strategy 

will also lead to further success for our busi-

ness units.

In terms of meeting the budget – revenue, earn- 

ings and staffing levels – the goals for the 2015 

financial year were accomplished. In addition, the 

requirement for all three national companies to posi - 

tively conclude financial year 2015 was achieved.

A special focus of the 2015 financial year was the 

continuation and expansion of «Strategy 2014». 

This was extended by three strategic initiatives to 

become «Strategy 2020».

By way of reminder. the three original initiatives 

were:

GxP Initiative: Extensive investment was made   

in the quality and quantity of staff: the qualifica-

tion / validation / compliance department was 

reorganised and strengthened with highly quali-

fied personnel. These measures led to an in-

crease in market share in the GxP environment   

in the German-speaking region.

E+I (Energy and Infrastructure): The path taken 

in 2011, i.e. growth and also therefore a major 

expansion of our service portfolio with our own 

staff, was successfully continued. The building 

services area, in particular, was strengthened.

LPM (Large Project Management): The expan-

sion of project management teams continued 

(project managers, cost and scheduling, purchas-

ing and construction management). Alongside 

additional recruitment, internal training was also 

provided to empower employees to prove 

themselves as project managers on small and 

medium-sized projects. We are confident that  

this investment will bear fruit in the future.

The three additional strategy initiatives referred to 

above are:

 · Internationalisation of our business 

 · LSTK cleanroom systems

 · Pharmaceuticals in the hospital sector

Internationalisation of our business: Many of our 

customers have locations outside the German-

speaking region. Our intention here is not only to 

provide engineering, qualification / validation and 

PM / CM services (Project Management / Construc-

tion Management). Rather, we want to support 

our customers’ technology and product transfer 

processes. We intend to work closely with our 

consultants to this end. Because in our opinion 

there is no such thing as an «international» 

project, only «local» projects. We have started    

to build a network of local partners in Europe.

Lump sum turnkey (LSTK) cleanroom systems 

(including pure media, automation, control  and 

instrumentation): Complete cleanroom systems 

always represent a major challenge for the compa-

nies involved, in both planning and execution. 

With the aid of our relatively new Energy and 

Infrastructure (ENI) department, we reduce the 

interfaces between various specialist trades.   

For execution purposes, we employ the services 

of tried and tested partners, with whom we have 

already implemented a number of systems.
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The Technology Designers

Pharmaceuticals in the hospital sector: We  have 

found an increasing need for high-quality plan-

ning and project management, especially in the 

hospital pharmacy segment. This new customer 

segment represents a major challenge to our 

engineers, because the way projects are handled 

is vastly different from the practices to which   

we are accustomed. Moreover, these projects 

typically are also highly «construction-intensive». 

We also use the services of tried and tested, 

reliable construction partners here.

Sterilisation systems and the subject of sterile 

technology in general are increasingly becoming 

primary issues in the hospital sector.

Market situation

As in recent years, we are seeing persistent 

market dynamics in the German-speaking 

countries. Added to this is the fact that many of 

our customers again are increasingly expanding 

into Euro pean countries, where they find pro x-

imity to their home locations and encounter less 

fewer cultural differences. It is also easier to  

find qualified personnel in Europe or to move 

employees to locations that are less than a three- 

hour flight from home rather than to countries 

which may be highly interesting at first sight but 

are far from ideal in terms of the climate and also 

problematic due to the current political uncertainty 

in many parts of the world. As an EPCMV 

company (general planner), we have always 

been accustomed to planning and later imple-

menting and qualifying at least some part of a 

project on site. This is a great advantage. But  it is 

also a major challenge for the employees who 

have to work for long periods away from their 

families, as well as  for the management, which 

has to realistically assess the risks of such 

projects. At Chemgineering, we have always 

successfully faced up to the challenges of  the 

market. Through our many highly qualified 

employees, time and again over 20 years we have 

given our customers the guarantee that we  will 

meet their requirements  in full, whether  in our 

home markets or in foreign countries near and far.

The trend towards increased outsourcing of 

services, which was identified some years ago, 

continues with an increasing number of custom-

ers. This certainly brings some advantages,  but 

there are disadvantages too: one of the biggest 

disadvantages is probably the loss of proximity 

between end users (system operators, QM, etc.) 

and planners and qualifiers / validators. Yet it is 

precisely this proximity between the aforemen-

tioned project participants and their permanent 

communication and collaboration that very often 

make for the success of a project.

A major strength of Chemgineering is its flexi - 

bility in constantly adapting to new conditions. 

This  understanding of ongoing change and the 

willingness of the employees to always give their 

best to the projects provides both our custom - 

ers and us with a great sense of security  and the 

confidence that 2016 will be another successful 

year. Once again, therefore, we look  to the future 

with optimism.

Dr. Armin Mayer

Head of Engineering, Chemgineering Group
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Chemgineering Group

Customer relations 2015

ABB | Acino | Actelion | A.F.P Antiseptica | Aga Gas | Aluid Pharma | Allpack | Almirall Hermal | Ara Rhein | 

Aventis Pharma | Bachem | Bausch + Lomb | B. Braun | Bayer | BEGO | Betapharm | BGS Beta Gamma 

Service | Biofontera | Biotest | Boehringer | Cargill | Cesra Arzneimittel | CFL Chemische Fabrik | CSL 

Behring | Dannoritzer Medizintechnik | Dr. Falk Pharma | DSM | EBWE Pharma | Em Tec | Esteé Lauder | 

Eurozyto | Excella | G. L. Pharma | GELITA | Grace | Hager Elsässer | Hänseler | Haupt Pharma | Helm | 

Hennig Arzneimittel | Heraeus Kulzer | HERMES Arzneimittel | Heumann Pharma | Hexal | IDT Biologika | 

Intervet | Iron Mountain | ITG Isotope Technologies | Ivoclar Vivadent | Janssen Vaccines | John Brown 

Voest | Labesfal Laboratórios de Almiro | Leonhard Lang | Linde | List | Lohmann Pharma | LTS Lohmann 

Therapie Systeme | Merz | Metrohm | Migasa PiVs | Nabriva Therapeutics | Nestlé | Net-Base Computer 

Netzwerktechnik | Nordmark Arzneimittel | Novartis | Octapharma | Ostfriesische Tee Gesellschaft Laurens 

Spethmann | Pangas | Pharmatec | PharmaZell | Phyton Biotech | Pro Med Instruments | Riemser 

Arzneimittel | Roche | Salutas Pharma | Sandoz | Schott | Siegfried | Siemens | Sodawerk Stassfurt | 

Stada Arzneimittel | Steiermärkische Krankenanstaltengesellschaft | Stryker Osteosynthesis | SW Pharma | 

Syngenta | Technoplast | The Graymor Chem | Tönies Schroeter Jansen | TÜV Rheinland | TÜV Süd 

Akademie | Verla Pharm Arzneimittel | Vetter Pharma | Weleda

Chemgineering strengthened contacts with existing clients and established new contacts. Below is a 

selection of companies for which we executed projects in 2015.
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Chemgineering Group

Publications 2015

In 2015, in three editions of the Chemgineering Newsletter and a total of 23 professional articles, we 

provided information about current issues in the GMP environment. These and other articles can be 

 accessed directly by performing a keyword search on our website www.chemgineering.com. And you 

may also have come across the following contributions by our Business and Technology Designers in 

trade journals.

Risk Management pursuant to GAMP 5 

Sieghard Wagner, Consultant, pharmind, no. 7 2015

Six years ago, with GAMP 5, a risk management concept which determines the entire life cycle of a 

computerized system was presented for the first time. The expectations of this risk management are 

high, because the knowledge of potential risks is the key to decision-making on indispensable and 

dispensable measures, both in the validation project and in the regular operation of the system. The 

seven building blocks of GAMP risk management offer a variety of approaches for a lean and efficient 

procedure. Six years on, it therefore makes sense to draw up an interim progress report in order to 

clarify the extent to which this risk management is now established and what has changed as a result. 

In practice, the implementation of GAMP risk management often reveals weaknesses, so that the 

hoped-for benefits are not realised. The remedies here include confident handling of the methods and 

tools, conscious acceptance of risk and the targeted collection and processing of the experiences 

gained during the periodic evaluation. The way to achieve this is not strictly defined, but requires a 

careful analysis of the identified weaknesses and a willingness for continuous development. For it is 

only through more effective risk management that the potential for efficient, targeted validation can be 

realised.

Reducing installation times and increase precision – detailed engineering in chemical plant 

construction exploits potential 

Klaus Genter, Head of CAD Group, CHEManager, Edition of 15.10.2015

3D CAD planning shows the realistic 1:1 representation of a plant at an early stage. This allows the 

individual operating officers to be involved at the pre-planning stage and to incorporate their specific 

needs into the planning. This is based on the documents produced during basic planning, GMP   

requirements according to valid planning guidelines and the defined pipe classes and specified spatial 

conditions.

Pragmatism instead of bureaucracy  

Nina Hönig and Harald Wolf, Consultants, DeviceMed, April 2015

Medical technology manufacturers seek a gold standard for supplier management in vain. At least to 

have a promising strategy would be of great value to them. This exists in the automotive industry: 

preventive supplier management or PPAP (Production Part Approval Process) is useful for products that 

are produced under routine conditions.
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Chemgineering Group

Revision of the WFI Monograph in European Pharmacopoeia

Jochen Schmidt-Nawrot, Department Manager, Energy & Infrastructure, pharmind, no. 11 2015

In April 2015, after a long-running process, the European Directorate for the Quality of Medicines 

(EDQM) published on its website, «Pharmaeuropa online», the draft of the new monograph of water 

for injection (WFI). Here, in the «Production» section, membrane processes are now also listed as   

an alternative to distillation for the production of WFI. According to current knowledge, it is expected 

that the new WFI monograph will become legally effective in the European Pharmacopoeia (Ph. Eur.) 

in early 2017. This development is a milestone in the history of pharmaceutical water treatment and 

the most significant change since the introduction of the sum parameter for electrical conductivity and 

TOC in USP 23 in 1997. With this revision, all pioneering pharmacopoeia (Ph. Eur., USP and JP) allow 

the production of WFI through reverse osmosis in conjunction with other treatment technologies. This 

opens up far-reaching opportunities for the qualitative and economic optimisation of pharmaceutical 

water systems. This article gives an overview of the history and current state of this development and 

looks at the prospects for the future of membrane processes for the production of WFI. The basis    

of this reconsideration, in addition to the revision of the WFI monograph, is provided by an EDQM  

white paper entitled «Reverse Osmosis in Ph. Eur. Monograph Water for Injections» (0169) dated 

March 2015, which represents the current position of the European authorities on this topic.
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Chemgineering Group

We regularly give insights into our wealth of experience in lectures and seminars. In 2015,   

Chemgineering presented the following technical papers and conducted the following training courses:

Computer System Validation (CSV) Sieghard Wagner

Product Quality Review Dr. Martin Melzer

Outsourcing and Supplier Management Frank Studt

The Computer Validation Officer, Blocks 1+2 Dr. Peter Schober, Dr. Thomas Karlewski, Sieghard Wagner

GMP for Medical Devices Dr. Gerhard Bauer-Lewerenz

Change Control Dr. Martin Melzer

The GDP Audit Dr. Martin Melzer

Outsourcing Supplier Management Dr. Georg Sindelar

GAMP 5 for Practitioners Dr. Peter Schober

Hospital Pharmacies Matthias Juffa, Judith Breger

Quality Design for Cleanrooms, Cleanrooms in the Packaging Industry Vera Hangst, Bernhard Binnwerk

Requirements for Water in Hospitals Sven Müller

Procurement of Equipment and Components, taking account of Materials Technology Aspects Peter Bilger

Qualification of Cleanrooms Dr. Gerald Banko

House of Quality – Controlling Quality Processes through Key Performance Indicators Dr. Thorsten 

Ebbinghaus

Transferring Proprietary Medicinal Products – a True Challenge Frank Studt

Deviation Management in the Pharmaceutical Industry Frank Studt

Highly Active Substances in the Packaging Industry Vera Hangst, Bernhard Binnwerk

New Good Practice Guide Commissioning and Qualification, Volume 5 Jochen Schmidt-Nawrot

ERP Validation – Efficient yet Compliant Dr. Thomas Karlewski

Planning and Construction of a Production Area Christian Hepfer

Alternatives for the Generation, Storage and Distribution of Cold WFI Jochen Schmidt-Nawrot

Higher-Level Automation Concepts for Pharmaceutical Manufacturing and its Interfaces Steffen Wöllner

Various Lectures on the Medical Devices Act Martin Rümke

Test Method Validation and Preventive Supplier Management in Medical Technology Nina Hönig

From Raw Material to Active Ingredient – from Active Ingredient to Pill Dr. Wolfgang Minas

Expert conferences and trade fairs

In 2015, you met the Business and Technology Designers in Germany at the Lounges in Stuttgart and   

at the Pharma Congress in Dusseldorf and as speakers at various Concept Heidelberg GMP seminars. 

In Switzerland, our experts gave lectures at the Swiss Cleanroom Concept Training events in Rheinfelden.

You will find current information about seminars, lectures and events on our website   

www.chemgineering.com. We also provide you with information about selected events in the 

Chemgineering Newsletter.

Lectures and events 2015
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Lectures and events 2016

Concept Heidelberg

Computer System Validation (CSV) Sieghard Wagner

Efficient Supplier Qualification Dr. Georg Sindelar

The Computer Validation Officer, Block 1 Sieghard Wagner

Change Control Dr. Martin Melzer

GMP for Medical Devices Dr. Gerhard Bauer-Lewerenz

The new ISO 13485 Véronique Arnegger

The Computer Validation Officer, Block 2 Sieghard Wagner

Product Quality Review Dr. Martin Melzer

Water Quality in Hospitals Sven Müller

IT Compliance for Software Developers Sieghard Wagner

The GDP Audit Dr. Martin Melzer

Swiss Cleanroom Concept

GAMP 5 Implementation for Practitioners Dr. Peter Schober

«Requirements, Implementation, Cleanroom Design Flow Simulation, Qualification and Use of  

Monitoring Systems» Dr. Gerald Banko

Construction and Conversion of a Hospital Pharmacy: Zone Concepts, Disinfection and  

Monitoring Sven Müller

Lean Manufacturing and Six Sigma Paul Grube

Safe Handling of Cytostatic Agents Matthias Juffa

Water Quality in Hospitals Sven Müller

GAMP-DACH

GAMP-DACH Forum Dr. Thomas Karlewski

TÜV Rheinland

«Computer System Validation in the Medical Device Industry» Dr. Thomas Karlewski

Pharma IT-Conference 2016

«Secure Track and Trace in Theory and Practice – A Case Study» Simone Glasbrenner and  

Michael Klöber

Lounges 2016

Simulation of Pure Media Systems Philipp Michel

«The ICH Guideline Q3D – Overview of Elemental Impurities» Heiko Jenico

«What are the Implications of the Modification of Ultra-Pure Water Systems» Jochen Schmidt-Nawrot

«Germs? No problem! Effective Sanitisation of Ultra-Pure Water Systems» Jochen Schmidt-Nawrot

«Preparing Investment Projects – Justifying Decisions» Paul Grube

Conversion of Control Systems in Pharmaceutical Plants Steffen Wöllner

Microbiological Problems in Ultra-Pure Water Systems Tim Thomas
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POWTECH

«Preparing Investment Projects – Justifying Decisions» Paul Grube 

Conversion of Control Systems in Pharmaceutical Plants Steffen Wöllner 

Simulation of Pure Media Systems Philipp Michel

ECA (European Compliance Academy)

Quality Oversight Dr. Georg Sindelar

The GDP Audit Dr. Martin Melzer

Expert conferences and trade fairs 2016 

Lounges 2016, Stuttgart 5 to 7 April 

IHS Annual Expert Conference, Nottwil 8 April 

Pharma-Congress, Dusseldorf 12 to 13 April

Polymesse, ETH Zurich 13 April

Swiss Cleanroom Community Event, Pratteln 14 April

Forum-Institut für Management, Frankfurt 15 April

POWTECH, Nuremberg 19 to 21 April 

ILMAC, Basel 20 to 23 September

Chemgineering Group
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Management of the Chemgineering Group

Board of Directors

Steven G. Tappan, Chairman

Dr. Armin Mayer, Vice-Chairman

Dr. Gerhard Bauer-Lewerenz, member

Dr. Ernst Staehelin, member

Finance Committee

Dr. Gerhard Bauer-Lewerenz, Chairman 

Steven G. Tappan, member

Daniel Käslin, external member

Dr. Simon Mayer, permanent participant 

Christoph Stettler, permanent participant

People Committee

Dr. Gerhard Bauer-Lewerenz, Chairman

Dr. Armin Mayer, Deputy

Dr. Simon Mayer, permanent participant

Markus Meier, permanent participant  

(to 31.12.2015)

Frank Studt, permanent participant

Operations Committee

Dr. Gerhard Bauer-Lewerenz, Head of Consulting 

Dr. Armin Mayer, Head of Engineering

Dr. Simon Mayer, Head of Services

Group Auditors

PricewaterhouseCoopers AG, Basel

Managing Directors

The Business Designers

Dr. Gerhard Bauer-Lewerenz

Frank Studt

Chemgineering Business Design Companies

Germany, Switzerland & Austria

The Technology Designers

Markus Meier (to 31.12.2015) 

Dr. Wolfgang Müller

Chemgineering Technology AG Switzerland 

Dr. Gerhard Bauer-Lewerenz 

Dr. Armin Mayer (to 31.12.2015) 

Thomas Fohrer (from 1.1.2016) 

Chemgineering Technology GmbH Germany

Dr. Armin Mayer 

Carol Notdurfter

Chemgineering Technology GmbH

Austria

 

Dr. Armin Mayer

Chemgineering d.o.o. 

Serbia
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Corporate offices

Chemgineering Holding AG

Binningerstrasse 2

4142 Münchenstein | Switzerland

Phone +41 61 467 54 00 

The Business Designers

Chemgineering Business Design AG

Binningerstrasse 2

4142 Münchenstein | Switzerland

Phone +41 61 467 89 00

Chemgineering Business Design GmbH

Kreuzberger Ring 13

65205 Wiesbaden | Germany

Phone +49 611 77 88 70

Chemgineering Business Design GmbH

Gußhausstraße 22

1040 Vienna | Austria 

Phone +43 1 255 74 13 14 

The Technology Designers

Chemgineering Technology AG

Binningerstrasse 2

4142 Münchenstein | Switzerland

Phone +41 61 467 54 54

Chemgineering Technology GmbH

Kreuzberger Ring 13

65205 Wiesbaden | Germany

Phone +49 611 77 88 70

Chemgineering Technology GmbH

Gußhausstraße 22

1040 Vienna | Austria 

Phone +43 1 255 74 13 13

Chemgineering d.o.o.

Subotič ka 23

11000 Belgrade | Serbia 

Phone +381 11 241 25 55
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