Real-Time Margin Measurement for Precision Cancer Surgery
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Development and Market Access

Specifically, the system consists of:
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• An active fiducial marker (called a
J-Bar) is placed next to the tumor

to localize and track its position as
well as identify the shortest route
of entry from the lung surface to
the tumor nodule

• A surgical cutting instrument with
a second position sensor

• Proprietary software that links the

sensors on the J-Bar with the cutting
instruments and provides visual as
well as quantitative information to
measure tumor margins in real-time

clinical trial with NaviSci System under an
Investigational Device Exemption (IDE)
approved by the FDA in patients with
early-stage lung cancer. The 25-patient
trial, which is being conducted at Brigham
& Women’s hospital, is evaluating the
system’s safety, and ability to identify and
remove tumors minimally invasively with
appropriate margins. The trial will also test
the system’s economic value proposition
of improved surgical workflow.
The study, if successful, will support a
510(k) submission to the U.S. FDA for
market clearance. The company has
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Markets
There are approximately 500,000
surgeries per year in the U.S. for soft
tissue cancer, where Navigation’s
technology may provide benefit.
For the company’s lead application, lung
cancer, there are more than 228,000
U.S. patients diagnosed annually.
There are several other cancers,
including liver, breast, thyroid, and
head and neck tumors, where there

GPS NAVIGATION FOR PRECISE MARGIN CONTROL
Navigation software
tracks tumor location
for optimal margin
measurement and
precise surgical
removal.

is a significant need for improving

The NaviSci Sensor is positioned close to
the tumor, to identify the optimal
route to t he tumor mass. Along with
a second sensor on the surgical
stapler, the system provides
precise measurement of
the tumor margin and
GPS guidance in
real-time.

soft tissue surgery through minimally
invasive, real-time GPS navigation to
ensure appropriate margins.
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