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FLUOPTICS© receives the market authorization from FDA for FLUOBEAM®
to detect parathyroid tissue in real time during surgery
Grenoble – FLUOPTICS©, European expert in fluorescence imaging guided systems to assist
surgeons is proud to announce that FDA permits marketing of the FLUOBEAM® that detects
parathyroid tissue in real-time during surgery.
The FLUOBEAM® Imaging System provides real-time location of parathyroid tissue during surgical
procedures such as thyroidectomy (surgery to remove all or part of the thyroid) and
parathyroidectomy (surgery to remove one or more parathyroid glands).
“For some patients with parathyroid disease, treatment may mean a surgical procedure,” said
Binita Ashar, M.D., director of the Division of Surgical Devices in the FDA’s Center for Devices and
Radiological Health. “Real-time identification of parathyroid tissue during surgery can provide
surgeons with valuable information to help preserve healthy tissue or to remove diseased
tissue.”
Disorders in the parathyroid tissue, which is tissue that borders the thyroid gland, are usually
treated surgically to remove part of the thyroid gland or parathyroid tissue.
Hyperparathyroidism, or the overproduction of parathyroid hormone, is the most common of
parathyroid disorders and is diagnosed in approximately 100,000 Americans each year. For
surgeons treating hyperparathyroidism or other disorders, parathyroid tissue can be visually
difficult to locate and distinguish from nearby tissues during surgery.
FDA reviewed data from five peer-reviewed published studies to permits marketing of the
FLUOBEAM® that detects parathyroid tissue in real-time during surgery.
These published clinical studies were provided to support the safety and effectiveness of the
FLUOBEAM® for the detection of parathyroid glands during thyroid surgery.
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These studies consistently demonstrate that parathyroid glands do autofluorescence with an
average intensity that is typically greater than nearby and surrounding tissues. Further, these
clinical reports suggest improved parathyroid gland localization with the use of autofluorescence.
In general, the property of autofluorescence appears to be highly consistent for parathyroid
glands.
Additionally, autofluorescence appears to allow detection of parathyroid glands earlier in the
surgical procedure. One of the studies provides reasonable affirmation that the earlier detection
of parathyroid glands can result in reduced postoperative hypocalcemia, inadvertent resection,
and auto transplantation. A reduction in transient postoperative hypocalcemia represents a
significant clinical improvement for patients.
The FLUOBEAM® Imaging System assists surgeons in identifying parathyroid glands, by
autofluorescence in real-time, in order to preserve them during surgery. Parathyroid tissue emits
a fluorescent glow when exposed to the device’s light source, avoiding the need for a contrast
agent. The device was previously cleared as an imaging system used to capture and view
fluorescent images for the visual assessment of blood flow as an adjunctive method for the
evaluation of tissue perfusion.
The FLUOBEAM® provides unique, precise and non-invasive real time information, ensuring that
thyroid surgeons operate in the best possible conditions.
“With this new authorization, FLUOBEAM®’s flexibility across a large set of indications illustrates
fully FLUOPTICS© huge potential. Every day we are getting enthusiastic comments from our KOL’s
who are working hand in hand with our technical and clinical teams.” concluded Odile Allard.
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About Fluoptics
Created in 2009, FLUOPTICS© is the European expert in the development and commercialization of
innovative solutions in the field of fluorescence imaging guided surgery. This technology finds many
applications in the field of plastic and breast reconstructive surgery, thyroid surgery, oncology for removal
of malignant tumors or the detection of sentinel lymph nodes and for cardiovascular surgery and hepatic
surgery. Headquartered in Minatec (Grenoble – France) and in Boston (USA) in the United States, Fluoptics
has 23 employees. In 2017, FLUOPTICS© recorded a consolidated turnover of 2.3 M€. For more
information please visit: www.fluoptics.com
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