Are you IVD Ready?
Uncertainty in compliance is a growing business risk that clinical laboratories face worldwide

Clinical laboratories are constantly challenged by an increasingly complex regulatory
environment. The FDA has now issued draft guidance on the regulation of Laboratory
Developed Tests (LDTs), while previous guidance has also indicated concerns over use
of research use only (RUO) products in clinical labs. Diagnostic laboratory businesses
are facing the unknown as they are unclear over the regulation of their LDT‘s in future.
The European clinical industry also faces a looming transition with new legislation
due to replace the current IVD directive 98/79/EC. This proposes changes in the scope
of IVD, classification, conformity assessment and clinical evidence requirements.
In Asia, the Chinese FDA has seen major regulation changes under a new leadership
with ongoing uncertainty over interpretation.
The majority of the global diagnostics market is anticipating a regulatory transition
leaving diagnostic business leaders with concerns over how to mitigate risk, get
ahead of the regulation and STAY AHEAD!
In such uncertain times, choosing the right business partners is vital to minimizing risk,
staying competitive and having confidence in your compliance. Tecan provides products
and services that are compliant with clinical regulations around the world, with a globally
distributed QA/RA organization to ensure an understanding of local needs. This is why over
80% of the top 30 diagnostic companies place their trust with Tecan. The same expertise
that is available to our IVD partners are built into our Tecan products to support your lab
of today and the future.
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Tecan – Who we are
Tecan is a leading global provider of laboratory instruments and solutions in biopharmaceuticals, forensics and clinical diagnostics. The company specializes in the
development, production and distribution of automated workflow solutions for laboratories in the life sciences sector. Its clients include pharmaceutical and biotechnology
companies, university research departments, forensic and diagnostic laboratories. As an original equipment manufacturer (OEM), Tecan is also a leader in developing and
manufacturing OEM instruments and components that are then distributed by partner companies. Founded in Switzerland in 1980, the company has manufacturing,
research and development sites in both Europe and North America and maintains a sales and service network in 52 countries. IBL International is a major player in the
development and distribution of in vitro diagnostic assays for special and rare indications for use in research and routine diagnostic laboratories. IBL International is a
Tecan Group company.

