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This month, we're taking you from the lab to the regulatory desk. Get a look
inside our Paris cardiovascular lab, then hear from Veranex experts on SaMD,
the RAPID pathway, reshoring, women's health, tariffs, and GLP study
planning. Plus, discover upcoming training and events to keep you informed
and connected.

CARDIOVASCULAR

INNOVATION

STARTS HERE

Advancing Structural Heart Technologies in Paris

Success starts with the right model. For over 20 years, our veterinarian-led
team in Paris has designed cardiovascular studies around how species differ
from human anatomy, with bypass, imaging, and pathology in one
environment. From proof of concept to GLP safety, one expert team supports
every stage, advancing products that have treated 1 million+ patients.

Learn more about our cardiovascular expertise and meet our experts in
Paris. In-person and remote sessions are available.

- 5, : : .,'.a_' = 4
v P, il

TRAINING

Clinical Evaluation
Under MDR

How to Define and Justify the Appropriate Level of
Clinical Evidence

@8 October 26, 2026
© 9:30AM-12PMEST | 3:30 PM -6 PM CET

Ndaria Gresa, Laia Moratd, Sergi Masgrau-Alsina,
Ph.D. Ph.D. Ph.D.
Scientific Affairs Manager, Sr. Scientific Affairs Manager, Sr. Scientific Affairs Associate,
Veranex Veranex Veranex

TRAINING

ISO 13485 Quality
Specialist Training

Build foundational quality management knowledge for
the medical device industry and prepare for TUV SUD
Academy certification.

@ October 26 — November 6, 2026
© 8AM- 1230 PMEST | 2PM-6:30 PM UTC +1
Exam Date: November 17, 2026

Hosted by
AAdvaMed
NCE / The Medtech Association
BOSTON, MA

Join Thousands of Medtech Leaders
at the Medtech Event of the Year

Booth #1106

Where Pioneers Unite to Shape the
®\CRF* Future of Interventional Cardiology
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Pre-Conference Workshop:
Designing for Approval and Adoption:

MedTech Strategist /\ Aligning Evidence, Regulation, and
INNOVATION SUMMIT Market Access Early

Sa N Diego, C A
%% November 3 - 5, 2026
® 10:45 - 11:45 AM PST
¢ San Diego, CA

Joseph Ferrara Pablo Morales
Chief Strategy Officer, | Chief Medical Officer,
Veranex : Veranex

Meet with Veranex

INDUSTRY INSIGHTS FROM OUR EXPERTS

READ >»

Five Questions to Help You Planning a Pivotal Trial? Medicare
Determine If Your Software Is a Wants a Say.
Medical Device
The proposed RAPID pathway builds
Understanding where your software falls CMS coverage outcomes into IDE

on the spectrum is typically the first studies for Breakthrough Devices.
regulatory decision you’ll make for the

product.

Here's what it means for your trial

design.

Reshoring a Medical Device? Make the Move
Count Twice.

If your medical device is showing its age or if complaints,
cost pressure, supplier obsolescence, or a competitor
closing in are forcing the issue, the reshoring window is
the right time to address Gen 2.

It's Not What You Think: Evaluating Your Right to
Play in Women's Health

Decades of male-centric data hide real risk in women's
health. Learn the red flags and what market readiness
looks like.

Tariff-Proof Your Device, Starting With Materials

Early material and component choices decide whether
tariffs and supplier changes become setbacks or non-
events.

Two Hours on Surgery. Fifteen Minutes on
Pathology.

Imbalances in study planning are behind three costly GLP
failures, and each one is preventable.

Product Design & Engineering
Preclinical & Pathology | Clinical Research (CRO)
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