
As Medtech evolves, staying ahead means keeping pace with industry
changes. This month, explore Veranex expert insights on preclinical studies,

FDA pre-submissions, EU medical device regulations, and cybersecurity.
Plus, discover upcoming training and events to keep you informed and

connected.

ANNOUNCEMENTS AND SPOTLIGHTS

The Impact of 24/7 ICU
Monitoring on Research
Success
In the realm of veterinary research, the value of
continuous 24/7 ICU monitoring cannot be
overstated. Jessica Amilcar, Director of Preclinical
Veterinary Research at Varenex, sheds light on
how this practice enhances study integrity and
outcomes.

Explore More

E-LEARNINGS

Register Now

Explore Upcoming Trainings

EVENTS: MEET US IN PERSON

Biocompatibility Insights 2026
Explore the Science Behind the Regulations

Copenhagen, Denmark
Exclusive Training Day: October 12
Full Conference: October 13 – 14

Register Now

LSI Europe
September 28 – October 2

Barcelona, Spain

Connect with our team in our
private meeting room.

The Medtech Conference
October 18 – 21

Boston, MA

Visit us at Booth #1106.

Meet with Veranex

INDUSTRY INSIGHTS FROM OUR EXPERTS

Turn Your GLP Study Into a
Stronger Clinical Start

Preclinical strategy should do more than
support a submission. Generate insights

that strengthen clinical execution and
market readiness.

Effective FDA Pre-Subs Create
Stronger Development

Decisions

The most valuable FDA conversations
start before the meeting. Explore three
essentials for bringing questions that
unlock useful, actionable feedback.

Orphan and Breakthrough Devices Have a
New EU Pathway

A closer look at emerging EU options that could help high-
need device innovators build momentum with more
tailored evidence expectations.

Preclinical Precision Cleared Recross
Cardio for First-in-Human

See how carefully chosen models and clean GLP
execution helped turn a novel PFO concept into an FDA-
cleared early feasibility study.

Build FDA Cybersecurity Into Your Device
From Day One

Discover how secure-by-design can turn cybersecurity
from a late-stage requirement into a product advantage
from the start.

Design for Adoption Around How Care
Is Actually Delivered

The most revealing product insights may be waiting
outside the lab. See how use-environment analysis brings
real-world workflow into focus.

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

Regulatory Quality | Commercialization

Veranex Solutions, 5420 Wade Park Blvd., Suite 204, Raleigh, NC 27607, USA
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Insights from the

Cutting Edge of
Medtech

Evaluate Your Preclinical Partner

Through a First-in-Human Lens

AGLP study can satisfy a requirement and still
leave clinical questions unanswered. Use this

framework to pressure-test whether your
preclinical plan is built to support regulatory
readiness, investigator confidence, site

preparedness, and downstream evidence.

WebinarW Veranex

Clinical Evaluation Dr. Nitsche, M.D./Ph.D.
Global Director, Centre of Clinical

under MDR Article 61(10) Evaluation,

PracticalApplication ofthe Julianne Bobela, Ph.D.
New Team-NB Position Paper Affairs Director,

Veranex

September 24, 2026
9:00-10:00 AM ET
15:00-16:00 CEST

Advance your regulatory and quality
expertise with upcoming Veranex trainings.
This fall, explore expert-led courses with

practical guidance you can apply to your work.

Upcoming Veranex Trainings Fall 2026

MDSAP EU MDR
ISO 13485 Regulatory Affairs
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