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Press Release

(Holzgerlingen, Germany, October 9, 2012) -- Curetis AG today announced it has 
completed enrollment for the European clinical trial of its Unyvero™ Pneumonia 
Application on schedule. More than 800 patient samples were collected until 
September 30, 2012 in just 7 months. Data analysis will be completed in early 2013. 
Subsequently, results will be published in a major, peer-reviewed journal.

The trial will compare the performance of the Unyvero™ P50 Pneumonia Cartridge 
with conventional microbiology culture, the current standard of care. Primary endpoint 
ZLOO�EH�FOLQLFDO�VHQVLWLYLW\�DQG�VSHFL¿�FLW\�IRU�WKH�LGHQWL¿�FDWLRQ�RI����SDWKRJHQV�FRYHUHG�
by the Unyvero™ P50 panel. Secondary endpoints include time to result and 
correlation of resistance marker detection with phenotypic antibiograms. Curetis will 
FRQGXFW�V\VWHPDWLF�GLVFUHSDQW�UHVXOWV�UHVROXWLRQ�E\�3&5�DQG�VHTXHQFLQJ�WR�FRQ¿�UP�
the clinical truth in samples where Unyvero results differ from microbiology culture.

The study complements the previously completed CE performance evaluation study, 
LQ�ZKLFK�WKH�8Q\YHUR�3���&DUWULGJH�LGHQWL¿�HG�D�VLJQL¿�FDQW�QXPEHU�RI�DGGLWLRQDO�
SDWKRJHQV�QRW�GHWHFWHG�E\�PLFURELRORJ\�FXOWXUH��7KHVH�¿�QGLQJV�ZHUH�FRQ¿�UPHG�E\�
PCR analysis.

“We are happy to announce the successful completion of another major clinical 
project milestone,” said Oliver Schacht, CEO of Curetis. “Together with the more than 
200 samples analyzed earlier this year, we now have data collected from over 1,000 
samples tested, which will form a substantial body of clinical evidence around the 
Unyvero Solution and our Pneumonia Application.“

“While data analysis for the multicenter study will be ongoing for some time, we have 
DOUHDG\�VHHQ�VRPH�UDWKHU�H[FLWLQJ�FDVH�VWXGLHV�RI�SDWLHQWV�ZKR�PLJKW�KDYH�EHQH¿�WHG�
substantially from the rapid and comprehensive diagnostic solution offered by Curetis´ 
Unyvero Solution,” said Dr. Peter Keller of Friedrich-Schiller University in Jena. 
“With the testing completed on beta-prototypes of the Unyvero systems, we are now 
intrigued by the availability of fully CE-marked series-production instruments and look 
forward to a growing body of clinical data. We will continue working with the Curetis 
team to make the solution available to microbiologists and clinicians for routine use 
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DQG�WR�WKH�EHQH¿�W�RI�RXU�SDWLHQWV�´

About the Unyvero™ System
The CE-marked Unyvero™ System is a versatile hardware platform for the detection 
of a broad panel of bacteria and antibiotic resistances from a single sample in one 
run. It processes a disposable cartridge providing the necessary reagents to complete 
the analysis from sample to result.

The platform enables the DNA-based testing of all clinically relevant samples in a 
fully automated, unsupervised analysis process requiring only few, quick manual 
preparation steps. The analysis thus can be performed with minimal operator time and 
without the need of skilled staff or special infrastructure.

Thereby, clinically relevant information is available within about four hours to support 
an informed therapy decision as early as possible.

7KH�¿�UVW�&(�PDUNHG�8Q\YHUR��&DUWULGJH��8Q\YHUR��3����IRFXVHV�RQ�SQHXPRQLD�
testing and simultaneously analyses 39 DNA targets. The second Unyvero™ 
application for implant & tissue infections is already in product development. 
Cartridges for additional indications, such as blood stream infections and tuberculosis, 
are in preparation.

About Curetis AG
Founded in 2007, Curetis AG is a molecular diagnostics company which focuses on 
the development and commercialization of reliable, fast and cost-effective products 
for diagnosing severe infectious diseases. The diagnostic solutions of Curetis AG will 
enable rapid multiparameter pathogen and antibiotic resistance detection in only a few 
hours, a process that today can take up to days or even weeks with other techniques.
To date, Curetis has raised total funds of over € 36.6 million (~ USD 50 million). The 
company is based in Holzgerlingen near Stuttgart, Germany. Curetis has signed 
FROODERUDWLRQ�DJUHHPHQWV�ZLWK�+HUDHXV�0HGLFDO��6DQR¿��3DVWHXU�DQG�&HPSUD�,QF��DV�
well as several international distribution agreements.
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