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Do you need
a new dialysis

@
access? e ’

You may be eligible to join
the aXess clinical study

The aXess study is looking at the tolerability and
performance of the new investigational aXess
technology compared to standard grafts that are
currently used for hemodialysis access.

What is axXess?

axess is a new type of hemodialysis access

What are the that transforms into your own tissue.*
potential benefits?

This new technology may help reduce:

 Infections

v Complications

+ The need for graft replacement

v Can be used within a few weeks
of surgery, like other grafts It begins as a man-made After implantation, your aXess™ is made from
access, like standard own cells begin to grow materials the body

Benefits of aXess are not guaranteed ) . .
grafts, and is surgically into the aXess. can break down over

and are still being studied

implanted the same way It slowly becomes part of time.

as a standard graft. the body and may work The graft gradually

aXess is made from an like a natural blood becomes your own
° award-winning special vessel or fistula. living blood vessel.
Scan to see how material. It can be used
axess works in as little as 2 weeks.

* Tozzi M, et al. Endogenous tissue restoration in a hemodialysis conduit: Performance and safety after 1-year of follow-up.
The Journal of Vascular Access. 2025 Nov 21.
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What to expect if you chose to
participate in the axess study

Why is this study important?

Many people on dialysis have problems with
their access. By joining, you help doctors
learn what works best for patients like you.

This new investigational technology may help:

/ Lower the number of surgeries needed
+/ Reduce access problems

+  Improve care for future patients

Is it safe?

Your safety is the most important thing.
This study is approved by ethical review
boards that make sure patients are
protected. In Europe, over 150 patients
have been treated with aXess to date.

Frequently Asked Questions

Will | see my own doctor? Yes.

Can | leave the study? Yes, you can leave
the study at any time.

Will my information be private? Yes.

Who do | contact with questions? Your
surgeons clinical care team will be available
to answer your questions or concerns.

For more information visit
usa.axesspivotal.com

Study Number NCT06494631.

What happens during the study?

You will get the aXess device placed by your doctor.
The surgery is the same as surgery for regular grafts.

You will come in for regular check-ups and tests.
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e Only 4 visits in the first year
e Only 2 visits in the second year

e Only 1 visit each year for the next 3 years

The most common test is ultrasound imaging
of the aXess graft, but you will also have some
blood draws, an angiogram, and some X-rays.

The team will check how well the device
works and if you have any problems.

We will ask you to take pictures of your
axess graft site.

CAUTION. aXess is a medical product under
investigation - safety and effectiveness have not
yet been established. Investigational device,
exclusively for clinical investigation. Limited by
United States law to investigational use.
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To learn more about Xeltis,
the study sponsor, please
visit xeltis.com



