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Innovative quality and

regulatory solutions.
.

THE HIGHEST QUALITY PARTNER

FOR YOUR BUSINESS

Quality is an essential part of Tecan’s business. We
provide innovative quality and regulatory solutions
that ensure success, both internally throughout our
organization, and for our customers in all markets,
including the highly regulated clinical arena. Our
global quality system, the Tecan Management
System, outlines every procedure, policy and
strategy in all areas of the business, promoting
innovation and supporting global growth.

From the simplest consumables to complex
workstations, our products are designed to

meet our customers’ high expectations at every
level, from planning and development, through
manufacturing and distribution, to precise, reliable
and safe operation.

For more than 35 years, Tecan has been driven
to achieve the highest standards in product
quality, customer satisfaction and regulatory
compliance.

As a company, this mindset guides our day-to-
day business.

And that’s just the start.

ADDING VALUE TO YOUR INVESTMENT
Tecan offers more than just its high-end products.

This culture is an important consideration for our We recognize that our customers expect added
customers when it comes to choosing partners value from their suppliers which, from Tecan, means
for their projects. In a constantly changing world, knowledge, understanding and experience. Our

you need a reliable partner that you can count comprehensive quality and regulatory systems

on, particularly for quality and compliance. apply to every aspect of the services we provide,

as we share best practices, help our customers to
make improvements and increase the value of their
investment.

| am proud to be part of such a strong,
quality-focused organization, adding value to our
customers’ success.

Gulnter Weisshaar,
Senior Vice President, Quality and Regulatory Affairs

highest quality partner adding value
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Alternative solutions

to every challenge.

TAKING A REFRESHING APPROACH

Over the past decade, Tecan has established a
unigue and inspirational approach to quality. We
have changed the culture across the entire Tecan
organization, sharing our passion for operational
excellence, and spreading this philosophy throughout
the life sciences industry.

Our quality and regulatory services are very

much part of the solution - not part of the problem

- supporting the whole business. Wherever possible,
we try to offer alternative solutions to every
challenge from our unique point of view, helping

the business to find an option that not only helps the
project but is also fully compliant, achieving

the best balance for the needs of

different parties.

SHARING OUR KNOWLEDGE

We use our unique combination of skill and expertise
to identify exactly what is required within a project

in order for it to improve and meet all necessary
standards. We are experts in all quality and regulatory
matters and offer these services to all our customers
to apply to their own quality processes.

Whether you need assistance with quality systems
management or process validation, regulatory
advice or enterprise risk management, we can devise
a customized program for your organization that
defines roles and responsibilities, as well as detailed
processes.
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Early involvement

TEAMWORK FROM THE START

Quality is a key consideration from the outset of
every project, whether that’s multidisciplinary
teams within Tecan, or when partnering with our
customers’ internal quality departments, making
improvements, implementing and executing plans,
and supporting day-to-day activity.

Early involvement of quality and regulatory
personnel is key; influencing how processes are
documented, how products or components are
tested, and how methods are verified and validated
at the beginning of a project saves time and money
in the long run and promotes overall operational
excellence.

STRENGTH IN DEPTH

Tecan offers a diverse array of technical capabilities
and, from experience, we have developed an in-depth
understanding of how technical and regulatory
aspects of any project can complement one another.
Together, we combine expertise from both disciplines
and can advise accordingly, working closely to assure
that any relevant international documentation is in
place as required.

teamwork from the start global team solving |
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and real partnershlp

A GLOBAL TEAM SOLVING LOCAL ISSUES
Quality is an integral part of the global Tecan
organization; almost all of our manufacturing, sales
and service sites have ISO 13485 and ISO 9001
certification, so you will always be dealing with
well-trained people who can efficiently handle any
challenges that arise.

It is important for us to keep our processes as
transparent and consistent as possible around the
world, with every local site following the global
model of quality processes. At the same time,

we recognise that there will almost certainly be
local differences, and regional teams have the
flexibility to develop their own documents and
procedures if necessary. This culture and inherent
flexibility promotes teamwork and encourages real
partnership between colleagues and customers.

EYES ON THE GROUND

Our local teams are truly invaluable; members of our
young and highly motivated quality team are embed-
ded in every part of the business, at every location,
and in close association with our distributors where
appropriate. Their local knowledge, technical exper-
tise and business acumen enable them to develop
close relationships with customers as well as national
or regional regulatory authorities, encouraging a mu-
tual depth of understanding and saving a significant
amount of time in resolving issues should they arise.

ocal issues transparent processes
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Successful programs .. .

all over the world.
L

ALLEVIATING RISK
Risk management helps you to focus on what is
most important in your business.

We have developed enterprise risk management
programs for customers based on our own internal
model. Using a multidisciplinary approach, and
involving a cross-functional team from different
departments - from finance to manufacturing to
operations - we identify all potential sources of risk
using a systematic approach, incorporating both
operational and manufacturing supply chain risks.
Preparing a business continuity plan is essential - a
checklist of activities to be done in the event of an
unavoidable emergency to recover the business,
taking external influences, like the economic
situation or health pandemics, into consideration.

A TRACK RECORD OF SUCCESS

We have already successfully implemented programs
with customers all over the world, working closely
with them to develop frameworks and procedural
templates, identifying and prioritizing risks, and
helping them to implement plans - including training,
workshops, handbooks, etc. - as part of their quality
management.

knowledgeable partner
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In tune with the

régtﬂory world.

MAKING SENSE OF THE REGULATORY MINEFIELD

With every new law or guideline, our customers are faced with the uncertainty over how and when it affects
their business. And, if that wasn’t enough, each country, region and industry has its own set of rules and
regulations that must be taken into consideration. Irrespective of whether you’re working in a mature market
or in a developing country, regulations are constantly changing, getting more detailed and more specific.

A KNOWLEDGEABLE PARTNER

Tecan’s multidisciplinary teams are in tune with what’s going on in the regulatory world, actively monitoring
changes to standards around the globe. We value being able to share our expertise and understanding

with our customers, helping them to benefit from our experience in different geographic areas, as well as
our strong knowledge of working with the US Food and Drug Administration. Tecan Quality and Regulatory
Affairs department is working actively with several standard organizations worldwide.

It is a huge challenge for companies to keep ahead, and more important than ever for them to choose to
work with a compliant and capable partner such as Tecan.

Comply
with national
and international
requirements

Check
implementation

Understand
customer

needs
Long-term

customer care

Implementation

of requirements

to products and
organization

Regulatory world Customer
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® Tecan sales office
O R&D and manufacturing site

Tecan Group Manufacturing and development sites

Global headquarters

Tecan Group Ltd. Tecan Switzerland Ltd. Tecan Austria GmbH Tecan Systems, Inc. IBL International GmbH*
Seestrasse 103 Seestrasse 103 Untersbergstrasse 1a 2450 Zanker Road Flughafenstrasse 52 a
CH-8708 Mannedorf CH-8708 Mannedorf 5082 Grodig San Jose, CA 95131 22335 Hamburg
Switzerland Switzerland Austria USA Germany

T +4144 922 88 88 T +4144 922811 T +43 6246 8933 0 T +1 408 953 3100 T+49 40-53 28 91-0

F +41 44 922 88 89 F +4144 922 8112 F +43 6246 72770 F +1 408 953 3101 F +49 40-53 28 91-11

*IBL International GmbH is a Tecan Group company.

Australia +613 9647 4100 Austria +4362 46 89 33 Belgium +3215 421319 China +86 21220 63206 Denmark +4570 23 44 50 France +33 47276 04 80
Germany +49 795194170 Italy +39 0292 44 790 Japan +8144 556 7311 Netherlands +3118 34 4817 4 Singapore +65644 41886 Spain +34 93 490 0174
Sweden +46 8 750 39 40 Switzerland +4144 922 89 22 UK +44 118 9300 300 USA +1919 3615200 Other countries +43 62 46 89 33

Tecan Group Ltd. makes every effort to include accurate and up-to-date information within this publication, however, it is possible that omissions or errors
might have occurred. Tecan Group Ltd. cannot, therefore, make any representations or warranties, expressed or implied, as to the accuracy or completeness
of the information provided in this publication. Changes in this publication can be made at any time without notice. All mentioned trademarks are protected
by law. In general, the trademarks and designs referenced herein are trademarks, or registered trademarks, of Tecan Group Ltd., Mannedorf, Switzerland. A
complete list may be found at http:/www.tecan.com/trademarks. Product names and company names that are not contained in the list but are noted herein
may be the trademarks of their respective owners. For technical details and detailed procedures of the specifications provided in this document please
contact your Tecan representative.

Tecan is in major countries a registered trademark of Tecan Group Ltd., Ménnedorf, Switzerland.
© 2016 Tecan Trading AG, Switzerland, all rights reserved.
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