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mproving patient outcomes. That is the goal of Maureen L. Mulvihill, PhD, President and
CEQ of Actuated Medical and her team of twenty-two. Approximately ten years ago Mul-
vihill was sitting in a doctor’s office discussing a patient with a blood clot in his brain when

she realized, “Motion or actuation can solve clinical needs.”

Drawing upon a background in materials science, medical devices, and work with several
PHASE "|®S_U(_:CESS . small technology companies, Actuated Medical was founded in 2006 with the mission to use
TubeClear® is I_|sted ol r_nult_lple motion technologies to improve medical devices. The company’s innovations have ushered
group purchasing organizations and ) ) ) ) ) L :

in an entirely new generation of instruments and devices with its current focus being state—of—

is used in multiple hospitals and VA h nimally i . s for clear S trating ti d bi
facilties. The company has grown the-art, minimally invasive instruments for clearing occlusions, penetrating tissue, and enabling

from 5 to 22 employees. the emerging MRI-guided surgical procedure industry.

AGENCIES Mulvihill had been involved with the Small Business Innovation Research (SBIR) program at

NSF, NIH previous companies, and leveraged that background when co-founding Actuated Medical
citing the program'’s ability to provide funding at earlier, riskier levels than Angel or other types

SNAPSHOT of investors. Phase Il and 1B SBIR grants from the National Science Foundation (NSF) SBIR

User-focused planning and

rogram led to the development of the TubeClear® System. Using an additional SBIR grant
development and SBIR funding have brog P Y 9 N

. . from the National Institute of Child Health & Human Development, Actuated Medical pursued
helped Actuated Medical bring an . , ) o
idea into the marketplace that is development of TubeClear models for smaller diameter feeding tubes used in pediatrics. An
now helping healthcare providers IRB approved clinical study is in progress at the Children’s Hospital of Philadelphia (CHOP).
provide better care and helping
patients experience less discomfort “SBIR is a wonderful way to bring innovation forward, but to be successful you need to be
during challenging medical thinking about a commercialization plan from the day you submit your Phase | proposal,” says
procedures. Mulvihill. “We knew that the FDA was our target with the TubeClear System, and everything
we did was to help us meet that goal.”

ACTUATED MEDICAL
310 Rolling Ridge Drive
Bellefonte, PA 16823

By using Phase | funding wisely and with FDA clearance in mind, Actuated Medical worked
to obtain ISO certificates and other necessary elements of its plan. With NSF Phase 1B the
www.actuatedmedical.com TubeClear System received FDA clearance and Actuated Medical manufactured the product.
The TubeClear System is now listed on multiple group purchasing organization’s approved




The TubeClear Sys-
tem (left) improves
patient outcomes
by clearing clogged
feeding tubes

quickly at a patient’s
bedside, reinstating
medication and nu-
trition regimes. The
OsteoAccess Sys-
tem (right) improves
patient outcomes by
increasing sample
quality and volume
during bone marrow
biopsies and aspira-
tions resulting in
improved diagnosis.

supplier lists and is being used in multiple hospitals
and VA facilities. To date, dozens have benefited from
this technology. The first patient to benefit from the
TubeClear System was a 27 year old soldier in the ICU
at Walter Reed Army Medical Center.

So, how exactly does the TubeClear System improve
patient outcomes? In critically ill patients who can no
longer self-feed, a feeding tube is placed in the gastro-
intestinal (Gl) tract. These tubes clog at a 25% rate, and
take an average of 20 minutes to clear. When a clog
cannot be cleared the tube must be replaced which
can be painful and has added procedure risks. The Tu-
beClear System removes feeding tube clogs while the
tube remains in the patient at bedside. It reduces pain-
. ful and expensive tube replacements, and
11
SB”D‘ IS a Wonderful allows patients to quickly resume feeding
way 1(e) bring and medication regimes. With approximate-
your innovation

ly 7 million feeding tubes placed each year

this system has the potential to make a big
forward, but to be impact on the outcomes of many patients.
SUCCGSSfL” you need “Corporate culture is what makes the com-
a commercialization pany different,” noted Mulvihill. “We all want

to make a difference and improve patient
plan from the day outcomes - we get excited about the pa-
you Smeit your tients that we help. We live the mission, we
phase | proposal.”

talk about our mission, everybody is excited
to do what we’re doing.”

MAUREEN L. MULVIHILL

PRESIDENT & CEO

“We continuously talk to end users all the
way through the development process and it keeps
us connected. We develop what they want — we don’t
wait until the end of the process. It's important for the
engineers to see the need and design for an end user,”
said Mulvihill when asked about keys to SBIR success.
Using NIH/NCI SBIR grants, Actuated Medical devel-

POWERED BY SBA

oped the OsteoAccess™ System for improved bone
marrow biopsies and aspirations. The system enables
greater access to target sites and greater sample qual-
ity and volumes to improve diagnosis for cancer and
other illnesses.

Another NIH/NIAIDS SBIR funded project is develop-
ing an active needle-free drug delivery patch (Gentle-
Dispense™) as a platform to deliver large molecule
(>500 Da) compounds. Early work demonstrated that
the GentleDispense System delivered the drug to

the vascular system with negligible tissue impact in a
chronic preclinical study.

The company has grown from five to twenty-two
employees and expanded from a 2,000 square foot
space to 9,000 square feet without leaving its found-
ing locale of Bellefonte, PA. One of the company’s
give backs is a vibrant summer internship program.

It gives individuals the opportunity to work and gain
experience in the medical device field. Currently, the
company has seven summer interns. Three (a teacher,
high school student, and a veteran) are supported by
NSF SBIR Phase Il supplements.

By improving patient outcomes in hospitals across the
country, actively engaging end users during all steps of
the product development process, and working to train
and educate the next generation of innovators, Actu-
ated Medical is, indeed, an SBIR success.

Pediatric TubeClear models, OsteoAccess System, and

GentleDispense System are pending 510(k), not available for
sales within the United States.




