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April ‘26 Summary

FDA-CMS launch RAPID Coverage Pathway

Martin Makary resigned as head of FDA on May 12

100 MedTech Clinical Trial starts in April –
roughly flat to March (103)

Sidewinder Therapeutics & Gardner Health raised $250M+

Alamar Biosciences raised $191.3M via IPO

YTD Cardiovascular represents 24% of all study starts
Data now only includes Industry funded trials

3 key acquisition announcements:

PMA Approval: NEXUS Aortic Arch Stent Graft System

American Industrial Partners acquired Avanos
Stryker acquired Amplitude Vascular Systems
Stereotaxis acquired Robocath

De Novo Approvals:

XPlantR Xlant Tool
Neuropacs
Aurie System

HDE Approval: River Stent System



April ‘26 Funding Successes

April ‘26 Initial Public Offerings (IPO)

Founded in 2018, Alamar develops instruments to
detect low-level protein biomarkers in blood, ​

enabling disease research and diagnostics.
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April ‘26 PMA Approval

NEXUS Aortic Arch Stent Graft System

NEXUS is a branched endovascular stent graft system
approved in the U.S. for the minimally invasive treatment of
aortic arch disease, including chronic aortic dissections, a
patient population that has historically had little treatment
option but open-chest surgery.

The approval entitles Artivion to exercise its option
to acquire Endospan at any time within 90 days of
receiving this notice of FDA approval.



April ‘26 De Novo Approvals
XplantR Explant Tool (by Hjarta Care)

A first-of-its-kind medical device to
aid in explanting EVAR devices

Reduces suprarenal cross-clamp time,
limiting the risk of end-organ failure and
costly complications or readmission

Neuropacs (by Automated Imaging Diagnostics, Inc.)

A suite of AI-powered, imaging
enabled software built specifically
for neurodegenerative disease to:

Detect disease
Quantify neurodegeneration
Analyze clinical diagnostics
Improve clinical trial outcomes

Aurie System (by Catybuddy, Inc.)

A no-touch catheter made from the highest quality materials,
is being designed to be reused up to 100 times with the Aurie
Personal Disinfector



April ‘26 HDE Approvals

Trade Name: River Stent System™

Classification Name: Intracranial neurovascular stent

Designed specifically for stenotic sinuses with
several key advantages:

Flexibility: ability to conform to the transverse-sigmoid sinus
via a highly flexible material
Softness: important for both ease of placement and to
conform to the sinus anatomy
Reduced Metal Surface Area: aims to minimize the risk of
venous thrombosis
Variable Radial Force & Diameter: to adapt to the anatomy &
physiology of the sigmoid & transverse sinuses
One is Greater Than Two: two stents increase the risk of
cortical vein thrombosis



Email us at info@avaniaclinical.com

Partner with Avania And experience the difference of the MedTech-only
CRO: trusted expertise, collaborative engagement, and proven results. 

Ready to Advance 
Your MedTech

Innovation?
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