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Executive Summary
358 MedTech Clinical Trial starts in Q1 ‘26 – 29%
increase vs Q1 ‘25

Half of all Q1 ‘26 study starts are exploratory / pilot studies

LSI & J.P. Morgan are reporting $2.4B & $2.5B of
Venture Capital deals in Q1 ’25

WHOOP raised $575M at a $10.1B valuation in a
Series G funding round led by Collaborative Fund 

YTD Cardiovascular, Neurology, Ophthalmology &
Oncology represent 48% of all study starts

Less than 5% of all Q1 ‘26 starts are Pivotal Trials

Neuromodulation gaining steam with Cognito
Therapeutics, Neurolief & Aneuvo raises

4 PMA Approvals granted to LivaNova, JenaValve,
Boston Scientific & Perimeter Medical Imaging AI

LSI reported 78 deals @ $30.77M per deal; J.P. Morgan
reported 79 deals @ $31.65M per deal

2 DeNovo Approvals granted to TytoCare, Ltd &
LifeVac, LLC

744 510(k)s filed in Q1 ’26 – flat to Q1 ‘25
(also with 744)



MedTech Companies With
Funding Reported in March 2026



JP Morgan MedTech Venture
Capital Funding Trend

Q1 ‘26 funding up $0.2B vs Q4 ‘25, down $1.9B vs ‘Q1 2025 

79 deals in Q1 ‘26 with an average value of $31.65M



LSI MedTech Funding Trend

From Q4 ’24 to Q2 ’25: $8.85B / 438 deals, From Q3 ’25 to Q1 ’26:
$7.9B / 245 deals (44% drop in companies receiving funding)

After normalizing for Neuralink deal in Q2 ’25, overall
funding in the above periods is similar: $8.25B vs $7.9M

Average deal size has jumped from $18.8M (Q4 ’24 to Q2 ’25)
to $32.3M (Q3 ’25 to Q1 ’26)  

Q1 ’26 vs Q1 ’25 overall funding is down 33%
($2.4B vs $3.6B)



Q1 ‘26 MedTech Planned /
Completed M&A



United States

Medtech Regulatory &
Market Access - March 2026

Regulators ease innovation pathways while
tightening compliance — the MedTech paradox of Q2.

REGULATORY &

I N S I G H T S

HHS March 27 Restructuring 3,500 FDA cuts and OCIO down
40%, Digital Health CoE leadership exits in HHS March 27
restructuring.1
524B + QMSR Alignment Makes Cybersecurity an Auditable
Finding Cybersecurity is now an auditable finding. 524B refusals
climbing; SBOM gates 510(k) acceptance.
CMS TCET Pathway Expands Transitional coverage slots
opened for breakthrough devices
Biggest Quality Shift in 30 Years: QMSR Live + New Audit
Program (CP 7382.850, ISO 13485 by ref, §820.180(c) audit 

       safe harbor narrowed substantially)
CDRH Strategic Priorities Released Top initiatives
to watch are AI/ML lifecycle management & total
product lifecycle programs impacting all legacy 

      devices

Parliament AI Act Decoupling Vote (March 26).
Parliament votes to decouple medical AI from AI Act
HRAIS (Mar 26). This provides immediate relief for SaMD
developers, but Commission retains reinstatement power
EUDAMED Mandatory May 28, 2026 Final 60-day
countdown; Actor Registration, UDI/Device,
NB/Certificates, and Market Surveillance go live
NIS2 Enforcement Active Medical device manufacturers
classified as essential now in scope for incident reporting
& supply chain attestations

EU/EAA

Globally aligned GMP
reform stimulating
manufacturing reshoring
into China ISO 13485, EU
MDR, & FDA QMSR
alignment driving
CMO/CRO requalification
in Q1 and now driving
growth
NMPA Announcement
No. 24 (26 new standards,
March 17) including YY/T
1406-2026 unifying
software safety +
cybersecurity, and
AI/ML+robotics

Hospital AE Reporting
Now has $9,900 per
Incident Teeth (Mar 21)
All public, private, and day
hospitals must report
Class III device & Class 4
IVD-related deaths and
serious deterioration to
TGA of face $9,900 fine 2 
TGA AI/SaMD Guidance
Operational Framework
Live Required for filings.
SaMD Prioritized by TGA
as a Key Focus Area for
2026-2027 strategy

AustraliaChina

MARKET ACCESS

MDR/IVDR Targeted Simplification Kick-off
expected Q2 Legacy device flashpoint

MHRA Consultation on
Indefinite CE-mark
Recognition (Feb 16–
April 10) Biggest change
since Brexit updates
medical device
framework; international
reliance routes confirmed
for FDA, Health Canada,
TGA, and EU
MHRA Signals new
Adaptive AI (possibly
similar to FDA PCCP)
Coming Soon AI guidance
coming H2; MHRA
publishes AI Airlock
Cohort 2 results

PMDA-FDA Equivalent
Authority (May 1) US-
cleared devices with
Japanese predicates earn
priority review, tightening
US-Japan development
connections
IDATEN Adaptive AI
Framework Expanding
~100 AI SaMDs now
approved; continuous-
learning pathway
maturing as Japan
incentives AI/ML
development

JapanUnited Kingdom

1.FDA workforce reductions per HHS announcement March 27, 2026; Office of Digital Transformation 40% reduction per FedScoop reporting:
  https://www.fiercehealthcare.com/regulatory/rfk-jr-prepares-10000-job-cuts-across-hhs-new-wave-worker-reductions & https://fedscoop.com/fda-tech-officials-complied-with-doges-requests-for-data-the-staff-reductions-    

         still-came 
2.Penalty per Therapeutic Goods (Medical Devices) Regulations 2002, as amended; effective March 21, 2026. Australian Therapeutic Goods Administration (TGA) on the regulations:

https://www.tga.gov.au/resources/legislation/therapeutic-goods-medical-devices-regulations-2002 

https://www.fiercehealthcare.com/regulatory/rfk-jr-prepares-10000-job-cuts-across-hhs-new-wave-worker-reductions
https://fedscoop.com/fda-tech-officials-complied-with-doges-requests-for-data-the-staff-reductions-still-came
https://fedscoop.com/fda-tech-officials-complied-with-doges-requests-for-data-the-staff-reductions-still-came
https://fedscoop.com/fda-tech-officials-complied-with-doges-requests-for-data-the-staff-reductions-still-came
https://www.tga.gov.au/resources/legislation/therapeutic-goods-medical-devices-regulations-2002


Cybersecurity Just Changed
for Every Connected Device

The trifecta signaling that FDA 524B is no longer complete for the attacker.

Cybersecurity
Transformation
Agentic AI cybersecurity changes the
game, how are MedTechs responding?

On April 7th, new AI model “Mythos” (Anthropic) was
released that shifts the cybersecurity landscape.  New
paradigm-shifting agentic AI tools catalyze investment
in MedTech cybersecurity.

1Q 2026

Standards bodies and regulators prioritize cybersecurity in 2026:

AAMI CR515:2025 recognized by FDA Feb 19 as the first AI/ML device
cybersecurity consensus standard

CISA + HSCC previewing 2026 healthcare AI cybersecurity guidance;
secure-by-design expectations extending to agentic systems

NIST PQC transition (FIPS 203/204/205) and NIS2 enforcement in EU
compounding compliance for connected medical devices

1.17-year-old FreeBSD RCE (CVE-2026-4747) granting remote root via NFS, plus a 27-year-old OpenBSD crash bug
       https://red.anthropic.com/2026/mythos-preview, https://simonwillison.net/2026/Apr/7/project-glasswing 



Source: ClinicalTrials.gov

Search parameters:

Start dates between 1/1/26 – 3/31/26
Device indication
Interventional studies
Industry funded

Quarterly Device Clinical Trial
Starts Trend

29% Year over Year growth vs Q1 ‘25�



Source: ClinicalTrials.gov

March ‘26 YTD 
Study Starts by Study Type

CoPilot provided study types

Search parameters:

Start dates between 1/1/26 – 3/31/26
Device indication
Interventional studies
Industry funded



March ’26 YTD Device Clinical
Trial Starts by Therapeutic Area

Cardiovascular, Neurology, Ophthalmology & Oncology
48% of all study starts

Therapeutic designation per Co-Pilot

Trial data per ClinicalTrials.gov: Interventional, industry
funded, device indication



March 2026 PMA Approvals

Sponsor: LivaNova,
USA

Device: aura6000™
system

The device is indicated
for the reduction of
apneas, hypopneas, or
both in adult patients
with moderate to
severe obstructive
sleep apnea (OSA).

Sponsor: JenaValve
Technology, Inc

Device: Trilogy
Transcatheter Heart
Valve System

Indicated for the
treatment of
symptomatic, severe
native tricuspid aortic
valve in patients who
are judged by a Heart
Team, including a
cardiac surgeon, to be
at high or greater risk
for surgical aortic
valve replacement.

Sponsor: Boston
Scientific Corp   

Device: Rebel Platinum
Chromium Coronary
Stent System Monorail
and Over the Wire

This device is indicated
for improving coronary
luminal diameter in
patients with de novo
lesions <= 28 mm in
length in native coronary
arteries with a reference
vessel diameter (RVD) of
>= 2.25 to >= 4.50 mm

Sponsor: Perimeter
Medical Imaging AI, Inc.

Device: Claire™ OCT
System

Intended for use in
conjunction with other
standard methods for
evaluation of the margins
of excised lumpectomy
tissue during surgical
procedures in patients
with a biopsy-confirmed
diagnosis of breast
cancer.



March 2026 De Novo Approvals

Sponsor: Tyto Care, Ltd

Review Advisory Committee:
Ear Nose & Throat

An over-the-counter web-
based AI-enabled software
analytics device intended to
automatically detect the
bulging of the eardrum in
Otoscopic video recordings
acquired by the compatible
electronic otoscope, as
identified in the product
labeling, in patients aged 6
months and older. 

Tyto Insights for Eardrum
Bulging Detection

Sponsor: LifeVac, LLC

Review Advisory Committee:
Ear Nose & Throat

A non-powered, non-
invasive, single-use-only
airway clearance device
intended to resolve choking
in a victim with a complete
airway obstruction when a
current choking protocol has
been followed without
success.

LifeVac



510(k) Monthly Trend –
Continues Trend of Low Q1s 

Source: www.fda.gov



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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