Fujirebio Diagnostics Meets
Immediate and Future Needs
with LifeSphere Clinical Systems
Founded in Japan, Fujirebio has been in business for more than ﬁve
decades. Their reputation for being innovative while developing,
producing, and marketing high quality in vitro diagnostics (IVD) testing
solutions worldwide, has made them a standout company in the
marketplace.
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The Challenges
Fujirebio launched its ﬁrst IVD test kit over 50 years ago and since then the
company has seen steady growth over the years, including acquisitions of
best-in-class IVD companies such as Centocor Diagnostics, which became
Fujirebio Diagnostics, Inc. in 1998. As demand in this market segment
began to rise, the company took its success to new levels. Led by Rachel
Radwan, Director of Clinical R&D, the U.S. clinical operations and data
management team doubled in size to accommodate an increasing volume
of work.
Traditional data entry and review processes using spreadsheet trackers
and paper were no longer sufﬁcient to ensure fast and high-quality
submissions to the FDA, Rachel said. Simultaneously, concerns grew about
the increased risk of human error, quality issues, and delays as faster,
shorter studies with higher complexity were planned. As a result of this,
there was a need for faster, more accurate data, and a more streamlined
data management process.
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About Fujirebio Diagnostics, Inc.

Fujirebio Diagnostics, Inc., a wholly-owned subsidiary of H.U. Group Holdings, Inc. and Fujirebio Holdings, Inc., is the premier cancer
diagnostics company and the industry leader in cancer biomarker assays. The company pioneered and introduced the CA125 test, the
ﬁrst FDA-approved ovarian cancer biomarker, over 25 years ago. Fujirebio Diagnostics specializes in the clinical development,
manufacturing and commercialization of in-vitro diagnostic products for the management of human disease states, with an
emphasis in oncology.
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