What kills
ambitious
projects is that
people don't
raise enough.”

PROFILES IN
INNOVATION

An interview with

Etienne
Binant
CEO, Biom'up

Biom'up has FDA
approval for its product,
“the only hemostatic
agent indicated for
minimal, mild, and
moderate bleeding.”

When describing his philosophy
of fundraising, Etienne Binant
likes to talk about Christopher
Columbus's relationship with
his patron, Queen Isabella of
Spain. Columbus failed to find a
new route to India as assigned.
But he asked for enough re-
sources that he was able to find
something of real value—the
Americas—and that was good
enough for the Queen.

Startup executives need
to think like Chris and never
underestimate how much they
need, Binant says: "l believe
what kills ambitious projects is
that people don't raise enough.
They don't reach the milestone,
and they die a few hundred
yards from the shore.”

Under Binant's leadership,
biosurgery company Biom'up
has planted its flag firmly in
its own New World. This past
summer the company launched
its flagship medical device
after achieving U.S. Food and
Drug Administration approval
in record time. The product,
HEMOBLAST™ Bellows, is the
first new market entry in years
in the critical area of hemosta-
sis—controlling bleeding during
surgery.

Just four years ago, Lyon,
France-based Biom'up was lan-
guishing. As its board debated
whether to sell or fold, Binant,
then a board member, asserted
the company could thrive—but
only if it could raise 10 times
its current funding. The board,
“thunderstruck,” challenged
him to do it himself as CEO and

gave him 48 hours to make the
decision. Binant was a consul-
tant experienced in fundraising,
but it would be his first time as
chief executive of a company of
any significant size. He took the
job and has since exceeded the
fundraising goal, raising more
than 100 million Euros since
early 2017 alone.

Some of Biom'up's existing
products were facing commod-
itization in a field dominated
by big competitors. So Binant
focused on hemostasis, a
$2 billion global market. Finding
a new solution for bleeding—a
life-and-death problem on the
operating table—would “really
get surgeons' attention,” Binant
believed.

To sell HEMOBLAST Bellows,
Biom'up would need pre-
marketing approval, the FDA's
most stringent pathway for
medical devices. Most compa-
nies, small and large, aren't will-
ing to invest tens of millions in a
PMA. But Binant knew it would
give his company a big compet-
itive advantage. He obtained 30
million Euros from a pan-Euro-
pean syndicate of investors to
get his ships to shore.

Record-Setting Approval
The product proved so effective
that the trial was ended seven
months ahead of schedule.
At only 2.5 years, it was the
fastest-ever PMA for a surgical
hemostasis device. Binant gives
much of the credit to his med-
ical/scientific team, but points
to some key tactical decisions.
First, the company went to
extraordinary lengths to comply
with the FDA's requests, in-
cluding developing a new scale
to measure bleeding severity.
“The FDA is a stern institution
but also fair, as far as we've
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been involved. We did our best
to collaborate and to dedicate
resources rather than fighting
requests.”

Second, Binant or his chief
medical officer, Dr. William
Spotnitz, visited every clinical
research site on a monthly
basis—a task that most com-
panies would leave to their
clinical research organization. It
required near-constant travel,
but the close communication
helped to address issues at the
sites and keep the trial moving.

Biom'up is well prepared
to blitz the U.S. and European
markets with its new product.
Last year it shed its legacy
product portfolio and com-
pleted an IPO on Euronext just
weeks ahead of obtaining FDA
approval. More than 200 sur-
geons have been trained in the
use of the product. As of July,
master agreements were in the
works with more than 75 hos-
pitals in the U.S., and about 175
salespeople are working on pro-
moting the product throughout
the U.S. and Europe. A new
factory is scheduled to open in
the Lyon area within two years.

Now the real work begins:
saving lives. The core technol-
ogy for hemostasis today dates
back to the 1990s, Binant says.
Surgeons looking to control
bleeding mostly use sponges
or a kit that requires five to 20
minutes to reconstitute.
Biom'up's product is usually
ready in 20 seconds. The pa-
tient's life hangs in the balance.

Knowledge of the product's
potential helped Binant decide
to take the CEO job. "l thought
it was unfair to fold this com-
pany when it could make a real
difference in the life of patients.
| thought it was worth taking
the risk." —Richard Sine
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