
Customers count on her!
Sandra Siegrist, Manager of Customer Service & Support

Sandra Siegrist is a young, enthusiastic manager who joined Siegfried in 
Zofingen two years ago as a Marketing Assistant.  At the time, her ded-
ication and talent were so obvious that she was promoted after only a 
year on the job: to Manager of Customer Service & Support – one of the 
most important contacts in the company for our customers.

Sandra grew up in Langenthal, one of the numerous picturesque and 
historical small towns found across middle Switzerland. After completing 
the local schools and an apprenticeship with the city administration, she 
worked in various places in Switzerland, but also found time for traveling 
in Canada and New Zealand. A few years later, Sandra entered the Uni-
versity of Applied Sciences in Olten/Switzerland. Siegfried was her first 
job after her graduation with a degree in Marketing.

As the Manager of Customer Service & Support, Sandra manages a 
group of five people that work hard to keep our customers happy.  Often, 
this means solving demanding technical problems. She is also responsible 
for material and customer databases, and she’s currently working on the 
implementation of an SAP ‘Super User’ concept that will help improve 
the quality of our material and customer data. The international shipping 
department is another area of responsibility, where her experienced team 
works precisely to avoid misunderstandings and transport delays. A final 
task is negotiating favorable shipping contracts for our customers.

Amazingly enough, Sandra does yoga in her spare time. But not just any 
yoga: Power Yoga, which is more up to the pace of such a high-energy 
personality. Another passion is water, especially the ocean. She raves 
about time spent at the beach and the childhood vacations; she’s also a 
certified lifeguard and diver. Her next goal is a sailboat license, which she 
will absolve first in Switzerland before embarking on open ocean trips.

Obviously, Sandra is a person that enjoys a challenge – whether in the 
oceans of the world or at Siegfried. And our customers are happy be able 
to count on her.

Sandra Siegrist was interviewed by Peter A. Gehler

The Siegfried Group sold Biologics Division
 
The Siegfried Group sold its Business Unit Biotechnology. The buyer is an Indian com-
pany, Avesta Biotherapeutics and Research Pvt. Ltd. (ABRPL). The acquisition is retroac-
tively valid by October, 1st 2007. The approx. 50 employees in Berlin-Kleinmachnow have 
been taken over. The purchase price was not disclosed. Siegfried-CEO Douglas C. 
Günthardt: “the sale of our Biotechnology Division is a further step in the concentration 
process of the Siegfried Group”.

Siegfried’s Barb Nycz led another successful campaign for the United Way  

United Way is a national network of more than 1,300 locally governed organizations that 
work to create lasting positive changes in communities and people’s lives. 

This year the Pennsville site raised more than $14,000 through the workplace donation 
program. The amount represents a 78% increase over the last four years. Building on 
more than a century of service as the nation’s preeminent community-based fundraiser, 
United Way engages the community to identify the underlying causes of the most sig-
nificant local issues, develops strategies and pulls together financial and human resourc-
es to address them, and measures the results. Siegfried (USA), in conjunction with other 
local businesses in Salem County help tackle issues based on local needs including help-
ing children and youth succeed, improving access to health care, promoting self-suffi-
ciency, and strengthening families.

The United Way is America’s Number 1 Charity and in 2006-07, the United Way system 
raised $4.07 billion in current year support (an increase of 2.3% over 2005-2006). 
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A day in the life of

Head of Customer

Service & Support

This year Siegfried 
continued to im-
plement its busi-
ness strategy. 
Consistently fo-
cusing on our core 
business we aim 
to grow even fur-
ther. The Sidroga 
division, our non-
strategic herbal 

tea business, was sold as was our biotechnology 
business unit. We are very pleased that sales by the 
Siegfried Actives division, which specializes in active 
ingredients as well as registered and non-registered 
intermediate steps, continued to grow in 2007.

We have taken notice of a number of interesting 
trends in the marketplace. Attention is clearly focus-
ing on consolidation in the pharmaceutical industry. 
Leading pharmaceutical companies are either clos-
ing down or selling some chemical or pharmaceuti-
cal production plants. At the same time an increas-
ing number of companies are outsourcing 
production, thereby establishing a close and long-
term cooperation with their suppliers. It is recog-
nized that outsourcing can be extremely successful 
if the communication between customer and sup-
plier works and if mistakes and redundancies can be 
avoided. Success comes about when the following 
conditions are met: fulfillment of frequently very 
short time lines; punctual delivery of the required 
quantity; meeting the necessary compliance level; 
and remaining within budget. If these factors are 
met then very demanding project goals can be at-
tained. 

This interconnected cooperation makes huge de-
mands on the organization of both partners. One 
aspect, however, stands out as the most important: 
this kind of cooperation will work only on the basis 
of trust. Trust is developed over time, and it has to 
be cultivated and nourished continuously. 

We notice a strong focus by pharmaceutical compa-
nies on strategic suppliers who are capable of prov-
ing both their trustworthiness and their productive 
efficiency. Low costs alone are an unreliable founda-
tion upon which to build a successful and long-term 
relationship.

Siegfried has decided to continue investing in its 
future and to build a new R&D/Analytic Center at its 
Zofingen location at an estimated 17 million Swiss 
francs. This will allow us to improve our technical 
basis for fast and flexible customer service and we 
will remain an attractive employer complete with 
modern workplaces. We must never forget that the 
basis of success continues to lie with our committed 
highly motivated and well-educated employees. 

In this sense I look forward to a continued successful 
cooperation with you in 2008, and I would like to 
take this opportunity to thank everyone for the trust 
which you have placed in us during the past year. 

The Holiday Season is quickly upon us. It is the time 
of the year that belongs to our families and friends. 
Seasons greetings and best wishes for the New 
Year!

Sincerely,

Dr. Hubert Stückler

Head Business Unit Siegfried Actives

SQE2 a Principle in Process Design

Michael Levis

Head Process Optimization

Dear partner,

Highlights

Siegfried reports organic growth

For the first nine months of 2007, the Zofingen-based 
Siegfried Group (SWX: SFZN) reports sales in the contin-
ued business areas of 227.7 million Swiss francs, repre-
senting an increase of 6.7% over the previous year’s re-
sults. The sales of the Siegfried Actives business unit, 
which develops and manufactures active pharmaceutical 
ingredients and intermediates, grew by 3.4%. 

The Siegfried Actives business unit confirmed the ongoing 
upward trend ob-served in the first nine months of the 
year. Opiate sales in the United States made a contribution 
for the first time. Siegfried’s business with exclusive syn-
theses also developed positively, resulting in continuously 
rising capacity utilization, whereas a part of the produc-
tion of the 3rd quarter will only be delivered in the coming 
months. The business unit acquired 16 new development 
projects during the first nine months, clearly surpassing 
the annual target. 

Campaign for the United Way

Barb Nycz

Executive Assistant

Editorial Content



SQE2 a Principle in Process Design1

If our customers place a development project at Siegfried, they can rely on a well established project proce-
dure from the first inquiry to manufacturing on plant scale or even up to the finished dosage form. Skilled 
project managers track the projects, so that the milestones and targets can be achieved within the agreed 
timelines2.  

Project Management
Project Phases

The manufacturing process is designed following a step by step route of process development, which inte-
grates all necessary development sub-processes like quality, safety and ecology2. The overall process is di-
vided in phases and therefore can be adjusted to the clinical phase of the product itself. Siegfried provides 
development services, which can be booked by the customers, so that e.g. the mandatory c-GMP require-
ments for the individual API development phase can be adjusted.

This classical development process can be found in variations in most API research and generic companies. 
It is chronologically driven by the project phases of the drug product and can be described as a step to step 
process. The sub-processes such as quality, safety, economy or ecology are performed in parallel and are op-
timized within the involved departments to receive finally a safe, economic manufacturing process, which 
produces the product in the desired quality.

Changes & trends in API process development
Within the last years, we observed trends in medical research and in the 
production environment, which introduced high complexity and new 
challenges for the process development procedure.
For example lead structures of most major research companies now in-
volve larger molecules with more functional groups like CF3, Halogen or 
even Nitro and have to be classified quite often as high potency with im-
proved toxicity. Parallel and full-automated synthesis stations have estab-
lished a high throughput research in medical chemistry, which very often 
involves new highly effective synthesis steps, but also  hazardous chemi-
cals. Microwave assisted synthesis in DMSO or Acetonitrile cannot be 
scaled up directly and induce high risks for thermal process safety of a 
correlating large scale process in classical batch to batch reactors. DMSO 
itself decomposes autocatalytic and Acetonitrile is mostly handled at su-
percritical temperatures in overpressure vials. These trends result in large, 
linear multi synthesis routes, which involve synthesis steps, which may fail 
during thermal process safety assessment. So for example the average 
chemical steps for a process increased from 5 to 10 within the last 2 years. 
If we analyze the costumer synthesis processes for thermal process by ca-
lorimetric measurement (RC1) and DSC, we most likely have to classify 1 
to 2 stages in the highest criticality of 4 or 5. These steps have to be mod-
ified before we can scale up to pilot scale. To ensure a safe production 
and to find indications for potentially unsafe synthesis steps, we now start 
as early as possible with a screening for process safety data.

Additional the market has changed. Project timelines were shortened dra-
matically. Time to market or time to production changed from years to 
months and are one of the key factor of the related business models. The 
regulatory environment has also changed. FDA and the  European Com-
munity ask for more data early in the registration process which support 
the manufacturing process. Quality by Design Reports, the PAT Initiative  
of the FDA ore expanded development sections with critical parameters 
in regulatory documents are typical examples for this new trend. On the 
other hand reality teaches us, that it is still a demanding, elaborative and 
very costly task to change a registered manufacturing process to a im-
proved or even a 2nd generation process; although it is within the devel-
opment space.

In the public opinion chemistry has lost its credits. People ask for safe, neat 
chemistry without emissions; which can be summarized as “green che- 
mistry”. So the environmental part of development will become an intrinsic 
success factor of the manufacturing process.

But the environment for the manufacturing of an API have changed within the last years and therefore this classical development approach has to face 
now new trends in the market and in the regulatory environment.

The SQE2 principle, a strategic approach to face challenges of the 
future
If we are willing to move away from a chronologic high standardized de-
velopment process and consider a need driven process, which reflects the 
requirements of a robust, validated manufacturing process, we will rec-
ognize, that Safety, Quality Economy and Ecology are nearly equal needs 
of the final process. Process safety is absolutely mandatory. Quality proc-
esses and specifications have to be met, or the product cannot be com-
mercialized. The process has to be economic and to fulfil all environmen-
tal requirements. But the fields also interfere. E.g. side products are 
mainly quality related, but additional purification steps will induce costs 
and additional waste. The best reaction conditions for quality and economy 
may not be safe, so that adjustments and measures have to be established, 
which induce additional costs. The chemical process has to fit in existing 
reactors and technology. A need driven development strategy will help us 
to evaluate and equilibrate the requirements of the sub processes.

The PAT initiative of the FDA tell us, that “Quality cannot be tested into 
products; it has to be built in by design”4  and that “The goal of PAT is to 
understand and to control the manufacturing process”. 
Isn’t this true for all sub processes of chemical development?
Therefore that… “We cannot measure Safety, Quality, Economy or Ecol-
ogy into a process. They have to be integral parts of process design and 
they all interfere.”  …and logical… “Process Optimization starts with the 
Process Design Blueprint.”
Modern instrumentation and development strategies provide us with a 
useful toolbox, which we can use either for PAT or for SQE2. Design of 
Experiment (DoE) software helps us to explore the design space of a 
chemical reaction very reliable and to decrease the number of experi-
ments. Lab automation with autotmated sampling or Process Analytical 
Technology (PAT) with its in line probes (IR,Raman, NIR…)  provides us 
with high sophisticated kinetic data. Calorimetric measurements like the 
Mettler RC1 or DSC provide us with knowledge about thermal process 
safety. But if we use all techniques to assist in Safety, Quality, Economy 
and Ecology we will receive large synergetic effects.
For example an early DSC screening provides the chemist not only with 
data about decomposition and thermal process safety. If we analyze all 
data we get also the temperature range of the synthesis reaction and its 
kinetic. We can use those data to define the temperature range of the 
design space for DoE experiments. Solvent effects can be studied with 
those DSC experiments on 10 mg scale very effective and reliable. Be-
cause the DSC instrumentation is full automated, we can screen solvents 
in a broad range. RC1 and PAT probes provide us with kinetic data, which 
are needed both for process safety and to design a high quality manufac-
turing process. 
If we combine kinetic data and information from the design space ex-
periments, we will be able to design a process, which is safe, economic, 
ecologic by avoiding waste and minimizing the resources and which gives 
us a product of the required quality. The principle of design space will 
provide us not only with knowledge of critical process parameters. We 
will receive data of proven acceptable ranges, which consider even inter-
actions. We can even use the DoE experiments to calibrate the PAT 
probes, to develop and verify our analytical methods on real samples, 
which represent the complete reaction space.
Overall those synergies help us to mange the complexity of chemical re-
actions and to really design the final manufacturing process.

Summary
Both development strategies have advantages. The chronologic step to 
step process is highly standardized and can be divided in phases and mile-
stones to reflect the progress of the drug product.

The need driven SQE2 process considers high complexity, overlapping and 
interacting parts of a development project. Synergies from the applied 
experiments and studies, modern software and instrumentation can be 
used to design an effective and robust manufacturing process.
Potential risks of a project will be monitored early and resources can be 
located to avoid costly troubleshooting in later project phases. The most 
elaborative part of the project is at the beginning. Almost all data have 
to be generated all at once to prepare the scientific background for the 
process design. If you consider the failure rate of an API you have to bal-
ance the synergetic effects vs. project risks.

But one of the main questions is, how can we quantify the risk of a failed 
validation or of late project trouble shooting exercises and changes due 
to process safety. What are the costs of a not realized chance for process 
improvement?
We can calculate the costs for a second generation process. And if we 
take into consideration, that costs and GMP requirements of process 
changes explode within the lifecycle of a product, we will find a payback 
in serious and comprehensive development phase, which allows us to 
design the manufacturing process as early as possible.

1 Introduced 2007 at Lab Automation Meeting Gruenenthal, Mettler Symposion in Heidelberg and Scientific Update Conference on Process Optimisation in Basel. 

  For the presentation with examples for synergies see: www.siegfried.ch/Publications/Newsletter/“SQE2 a Principle in Process Design” 
2 “Process Development for Active Pharmaceutical Ingredient Following a Development Cascade” Chimia 60 (2006) 523-529
3 See: http://www.fda.gov/Cder/OPS/PAT.htm
4 See: ICH Q8

Michael Levis

Head Process Optimization






