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MED DEVICE
MONTHLY
"The RW Search Company Newsletter on the
latest Med-Tech developments"

CMR Surgical Opens New
Manufacturing Facility

Abbott Increasing Coronary
Imagine through AI

CMR Surgical recently announced its plans to open a new
large-scale manufacturing facility in Cambridgeshire, UK.
The site will enable upscaled manufacturing processes to
meet the increasing global demand for the Versius Surgical
Robotic System, now established as a valuable surgical tool
in several hospitals across Europe, India, Australia, and the
Middle East.

Abbott’s combination of AI and OCT imaging could pave the
way for coronary stent placement.

Alongside this, CMR is committed
to investing in future technology
developments for Versius and its
digital ecosystem that will benefit
surgeons and improve surgical
care on a global scale.

The system, powered by Abbott’s Ultreon 1.0
software, uses near-infrared light to reflect
off the structures of vessels, allowing
cardiologists a way to procure precise
measurements and obtain a lot of information
about the composition of vessel narrowing’s.

X-ray imaging has typically aided the placement of coronary
stents. To a degree, it’s worked, but Abbott officials believe
there is a better option – one that offers more information
about the blood vessel in question than seen before.

THIS MONTHS TOP DEVICES
At RW Search we are constantly coming across interesting and innovative devices across various therapy
areas. We thought we would share our top device picks this month.
Orthopediatrics ApiFix: The ApiFix device, which is anchored by pedicle screws at the top and bottom of
the spinal curve, has a one-way ratcheting mechanism that expands as the child grows. Pediatric
orthopedic surgeons implant it during posterior surgery that takes about 90 minutes, according to bailey.
The company is working with several major U.S. children's hospitals and has reached 45 of the 200
implantations required by the FDA as part of its HDE.

AcrySof IQ PanOptix trifocal Intraocular Lens: Alcon's AcrySof IQ PanOptix lens is touted as one of the
first and only trifocal devices in the U.S. for patients undergoing cataract surgery. PanOptix is clinically
shown to deliver an exceptional combination of near, intermediate, and distance vision while significantly
reducing the need for glasses after surgery

Paragonix LIVERguard Donor System: The LIVERguard System provides a controlled environment for
hypothermic liver preservation, coupled with real-time digital monitoring to safeguard a donor liver
throughout the transplant journey from donation to transplantation. Abdominal transplant teams
throughout the US and Europe will now have access to an FDA-cleared and CE-marked hypothermic liver
preservation device.
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Boston Scientific acquisition of
Baylis Medical Company

Picard Medical buys TAH
Provider, SynCardia

This month, Baylis Medical Company has reached an
agreement to sell its cardiology business to Boston
Scientific Corporation, for an upfront payment of $1.75
billion USD, subject to closing adjustments. This will see
Baylis Medical Company and its cardiology products
transition to Boston Scientific.

Hunniwell Lake Ventures portfolio company Picard
Medical has acquired US-based mechanical heart
replacement technology provider SynCardia
Systems for an undisclosed sum.

This acquisition is anticipated to drive growth and
adoption of cardiology technologies worldwide and will
build on a longstanding history of designing, developing,
and delivering high-quality medical products to patients
globally.
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SynCardia is claimed to be the only company to
manufacture and sell commercially approved total
artificial heart (TAH) and has already secured
approval from the US FDA and CE mark in Europe
for temporary TAH. It is approved for use in more
than 30 countries across the world.

C E R T I F I C A T I O N S

Amber Implants Received
Breakthrough Status

Withings gets FDA nod for
AFIB Detecting Wearable

Spinal implant med tech company, Amber Implants
receives FDA Breakthrough status for VCFIX, spinal
system which aims to improve the treatment of
vertebral fractures.

French consumer electronics company, Withings
has received FDA clearance for a watch it says is
capable of detecting atrial fibrillation through a
medical-grade ECG and measuring blood oxygen
levels from the wrist.

The US Breakthrough Device
program provides patients more
timely access to breakthrough
technologies that have the potential
to provide more effective treatment
or diagnosis for life-threatening or
irreversibly debilitating diseases or
conditions.

The ScanWatch combines an analog watch face
with activity and health tracking features more
typically found on digital smartwatches, however,
the Afib capabilities put Withing’s up against Apple
Watch but in most other regards the devices are
very different.

SyncThink Receives Further FDA
Clearance for Confusion Aid

Cognevity's Dementia Detection
Test Receives FDA Approval

SyncThink, a neurotechnology company, has received
FDA clearance for the EYE-SYNC technology as an aid
to concussion, or mild Traumatic Brain Injury (mTBI)
Diagnosis.

Cognetivity Neurosciences has received FDA approval
for its 510(k) submission for the CognICA Integrated
Cognitive Assessment (ICA).

The EYE-SYNC technology utilises a
series of 60-second eye tracking
assessments, neurocognitive batteries,
symptom inventories, and standardised
patient inventories to identify the type
and severity of dysfunction after a
concussion.

The ICA has already received
European regulatory approval as a
CE-marked medical device and has
been deployed in both primary and
specialist clinical care in the NHS.
Registration with the FDA now grants
Cognetivity access to the US
healthcare market.

Quantum Surgical Closes 40
million Euro Financing Round to
Support Commercial Launch

FIRST EVER "SMART"
IMPLANT KNEE REPLACEMENT

Medical Robotics company, Quantum Surgical, has secured
40 million euros of financing, led by existing key investor Ally
Bridge Group (“ABG”) with an investment of 20 million. This
brings the total amount of funds completed by Quantum
Surgical to 50 million since its inception.

Earlier this month, Peter Sculco, MD, and Fred Cushner,
MD, orthopaedic surgeons at Hospital for Special
Surgery (HSS) performed the first knee replacement
containing a smart sensor capable of measuring steps
taken, walking speed, range of motion, and other
indicators of knee function following surgery.

Following CE mark approval
announced in September, this
funding will support
company’s operations
dedicated to the commercial
launch of Epione, a medical
robot designed to assist
physicians in performing safer
and more efficient
percutaneous tumor ablations
in the abdomen.

With much innovation occurring in the growing field of
remote patient monitoring, it is the first implantable
device approved to collect data on an individual’s
progress after a total knee replacement.
This vital information
securely relayed to a cloudbased platform for the
orthopaedic surgeon to
review.

START-UPS TO WATCH THIS MONTH
Here are some of the exceptional startups that RW Search has pinpointed this month, who are taking a
variety of approaches to innovating the medical device industry, all well worth a follow. We showcase
three of our top picks for the medical device companies who are pioneering within their sectors.

Acurable: A fast growing MedTech company headquartered in London. They produce
the first wearable medical device able to accurately diagnose and manage respiratory
conditions at home. Our award-winning patented technology is a major engineering
innovation and the product of over 10 years of research at Imperial College London.
Acurable aims to understand human biosignals so well that nobody dies of a treatable
condition ever again.
Healionics: Healionics is a clinical-stage company addressing the critical need for safer,
more reliable means of bloodstream access to perform dialysis in patients with kidney
failure. They specialize in engineered biomaterials that enhance tissue integration and
infection control, with broad applications in the medical device markets. The company
has completed its first human study of STARgraft and has 33 patents issued or pending.

Alio: is a wearable technology company enabling greater insights through clinical grade
real-time data. Alio is closing the gap on remote patient monitoring through improved
design and increased insights. Chronic conditions are not acute episodic care - this is
part of a patient’s day-to-day life and Alio aims to fit into the frame as seamlessly as
possible.

