STARTUP SPOTLIGHT

BrainBox Solutions innovates concussion testing
by JoHn reiD bLACKWeLL
Richmond Times-dispatch

and it plans to tailor the
test for pediatric, adult,
geriatric and military
patients.
“Ideally, wherever you
go to get care, and when-
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A startup company
based in the Virginia
Bio+Tech Research Park
is making progress in its
mission to provide better
tools for diagnosing mild
traumatic brain injuries
suffered in accidents or
sports-related injuries.
BrainBox Solutions Inc.
announced this month
that the U.S. Food and
Drug Administration has
granted “breakthrough device designation” for a test
the company has developed to aid in the diagnosis and prognosis of mild
traumatic brain injuries,
commonly referred to as
concussions.
The company also is
starting a new clinical trial
for its BrainBox test, which
uses a combination of cognitive tests and a blood
test to detect biomarkers
that are present during a
brain injury.
The test is designed to
identify brain injuries that
may not be detectable by a
CT scan or MRI, and it uses
a computer algorithm to
provide a single measurement of the injury’s severity
to help doctors determine
the best treatment.
“Our goal is to set the
standard of care for mild
traumatic brain injury,”
said Donna Edmonds, the
company’s president and
chief executive officer.
More than 5 million patients a year in the United
States are evaluated for
concussions, which can
cause long-lasting symptoms, so the market for better diagnostic methods is
significant, Edmonds said.
The company wants to
make its test available at
hospitals, urgent care centers and physician offices,

a faster release.”
“This process is the FDA
at its best, in my opinion,
because of their close involvement with us,” said
Edmonds, a longtime life
sciences industry professional who has worked
on bringing numerous
other products to market
through FDA approval.
The company’s new
clinical trial, called
HeadSMART II, follows a
previous clinical trial that
involved more than 700
patients. The new trial,
expected to take 18 to 20
months, will enroll more
patients at 20 sites worldwide and is designed to
produce research to support U.S. and international
regulatory filings to bring
the product to market.
The University of Virginia, Virginia Tech and
Virginia Commonwealth
University all will have a
role in the clinical trial,
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“It puts us on a track to The company employs
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