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Use of the Paradise™ Ultrasound Renal
Denervation (URDN) System for Treatment
of Uncontrolled Hypertension

CMS Transitional Pass-Through Payment Effective

January 1, 2025

CLD talks with Amir Kaki, MD

How does the Paradise ultrasound Renal
Denervation (uRDN) technology work,
and what sets it apart from other renal
denervation technologies?

The Paradise ultrasound Renal Denervation
(uRDN) System (Recor Medical, Inc.) uses
circumferential ultrasound energy to thermally
ablate and disrupt sympathetic nerves along the
renal arteries. The Paradise uRDN System is
distinct in comparison to the radiofrequency
energy system in that you typically treat only
the main renal branch, and do not have to treat
the distal branches or the bifurcations. This
is because the ultrasound energy reaches to
a depth of about six millimeters, sufficient to
ablate approximately 80% of the nerves in the
renal artery.! Another distinction is that each
ultrasound ablation requires only seven seconds
of energy.' As a result, the ablation time is less
than one minute to denervate both renal arteries,
whereas the current radiofrequency platform

usually takes over 5 minutes per side."* The
ablation time is shorter with the Paradise uRDN
System.’ Its efficacy has borne out well in the
three randomized, sham-controlled trials in
patients with mild-to-moderate and resistant
hypertension, which demonstrated that the
Paradise uRDN System works as an adjunct
therapy to reduce hypertension.*®

Why is it that treating side branches and
bifurcations is not required with the
Paradise uRDN System?

In the Radiance studies with the Paradise
uRDN System, we saw that treating just the
main artery offered benefit and a reduction
in blood pressure. The theory is that because
of the depth of treatment, the Paradise
Catheter is able to achieve a good ablation
in the main renal artery, mitigating any
need for distal branches or the bifurcations
to be ablated.

The transitional pass-through payment for
the Paradise uRDN System was approved
by CMS starting January 1, 2025. What are
you seeing as a result?

I am seeing that the transitional pass-
through payment (TPT) is helping us reduce
one of the barriers, which is some reimburse-
ment for the hospital to cover the expense of

I am seeing that the transitional pass-through payment

(TPT) is helping us reduce one of the barriers, which is some
reimbursement for the hospital to cover the expense of the
procedure. As a result, I anticipate that it will be easier for us to
treat patients with this technology.

The Paradise” uRDN System delivers circumferential ultrasound energy to maximize coverage of renal nerves.

Proximal
Superior

Dorsal

Inferior

Distal prebifurcation
Superior

Dorsal

Inferior

Figure 1. (Left) Designed to deliver a complete 360-degree ring of energy, ablating approximately 80% of the nerves surrounding each renal artery,* to
reach a targeted depth of ~6mm.2 (Right) Requires only two to three 7-second ablations on each side, without the need to ablate the distal branches.??

1. Sakakura K, et al. 3 Am Coll Cardiol. 2014 Aug;64(7):635-643. 2. Data on file, Recor Medical. 3. Paradise™ uRDN System IFU.
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the procedure. As a result, I anticipate that
it will be easier for us to treat patients with
this technology.

Can you tell me about your work in treating
uncontrolled hypertension patients?

We have a protocol within our private prac-
tice group. During our early experience of
renal denervation, we are targeting patients
described as resistant hypertension patients,
defined as patients whose blood pressure is
uncontrolled despite at least three medica-
tions. If we identify a patient whose blood
pressure is uncontrolled on at least three
medications, then we subject the patient to
a workup for secondary hypertension. If the
secondary hypertension workup concludes
that it is essential hypertension and does not
identify any reversible or treatable causes of
a secondary hypertension etiology, then we
consider the patient for renal denervation.
We have now been using the Paradise uRDN
System for approximately 8 months. We are
targeting the highest risk group of patients so
there is some selection bias as a result, but
we have seen significant reductions in blood
pressure and some reduction in blood pres-
sure medications. We have observed a range
of systolic blood pressure reduction from 10
mmHg to 40 mmHg in this select population.

What is the time period and process for
patient evaluation to treatment?

Once the patient is identified, it usually
takes about one to two weeks for us to do a
workup for secondary hypertension. If the
workup comes back such that there is no
identifiable secondary or reversible cause,
then the next step is getting the patient set up
for renal denervation. That process has been
challenging up until this point because of the
private payers, so we must put the patients
in what I call a funnel for a pre-authorization
that our staff works with, depending on the
patient’s insurance.

Prior to the availability of renal denervation,
what were the options for these patients?

Prior to renal denervation, our only op-
tions were adding more medications. And of
course, emphasizing things that we should
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have been already doing early on, like lifestyle
modification, weight loss, exercise, and re-
stricting sodium. But many of these patients
were put on more medications. The problem
with polypharmacy is many of our patients
not only have hypertension but often have
other comorbid conditions that they take
mediation for. When you are dealing with
polypharmacy, what happens is that some-
times compliance goes down. Unfortunately,
patients become overwhelmed by all these
medications and end up not taking some of
them or all of them. Then, the last thing the
patient wants to hear is that we must add
more medications. They always respond, “I'm
already on 12 medications” or “I'm already on
16 medications”. As a provider, unfortunately,
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internal medicine doctor, or a primary care
doctor with an interest in hypertension could
also do it. The workup itself does not require
much expertise. It involves blood tests and
some imaging to rule out a reversible second-
ary cause for the hypertension, which can be
done really by anyone who has interest in the
space. I do think if you make these patients
undergo multidisciplinary evaluation, or
some have suggested hypertension clinics,
it brings unnecessary barriers to access,
potentially delaying or causing inertia that
might lead the patient to not receive the
appropriate treatment.

Can you share your experience with any
learning curve for the Paradise uRDN System?

In the Radiance studies with the Paradise uRDN System, we saw
that treating just the main artery offered benefit and a reduction
in blood pressure. The theory is that because of the depth of
treatment, the Paradise Catheter is able to achieve a good
ablation in the main renal artery, mitigating any need for distal
branches or the bifurcations to be ablated.

we did not have any other tools in the toolbox,
particularly if their blood pressure still was
running high despite our best efforts. It can
be disappointing to the patients to recom-
mend more medications, and it takes time
to explain to them the risk and the benefits
of more medication, and the risk of running
hypertensive. Often patients will agree to
add more medications, but even if you get
the agreement early on, I have noticed that
if you check these patients in a few months,
there is a significant attrition rate with their
compliance to medications, which has also
been described in the literature.”

Are patients seen by a single physician or is
it a multidisciplinary approach?

Typically, a general cardiologist does the
workup, but an interventionalist, nephrologist,

Most operators can comfortably use the
Paradise uRDN System after a single case,
because it is fairly automated, and you are
putting the device just in the main branch of
the renal artery.

How do you know that you were successful?

When the balloon is inflated, we do an an-
giogram and see if the balloon is occlusive,
which confirms that it is apposed to the renal
artery. It is an efficient and practical option
that effectively tells you what you need to
know, and it is now standard for us to do an
angiogram when the balloon is inflated to
determine whether it is occlusive. If that is
the case, then we feel confident we are making
contact with the renal artery and delivering
the energy.
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This is a long-awaited tool that will be transformational in the
treatment of hypertension, especially when more patients get

access.

Any final thoughts?

If you are limited in your resources and
must be selective in your use of the Para-
dise uRDN System, my advice would be to
take those patients who are resistant, who
are on the greatest number of medications,
and who have the highest blood pressure
at baseline. This is a long-awaited tool that
will be transformational in the treatment of
hypertension, especially when more patients
get access. H

REFERENCES

1.

2.

Paradise® 6Fr Catheter IFU and data on file Recor
Medical.

Symplicity Spyral” Catheter Instructions for Use
Manual Rev.(A) Symplicity Spyral” Clinical Study
Summary M041982C001 A 2023-08-14.

Fengler K, Rommel KP, Blazek S, et al. A three-arm
randomized trial of different renal denervation
devices and techniques in patients with resistant
hypertension (RADIOSOUND-HTN). Circulation.
2019 Jan 29;139(5):590-600. doi:10.1161/CIR-
CULATIONAHA.118.037654

Azizi M, Schmieder RE, Mahfoud F, et al; RADI-
ANCE-HTN Investigators. Endovascular ultrasound
renal denervation to treat hypertension (RADI-
ANCE-HTN SOLO): a multicentre, international,
single-blind, randomised, sham-controlled trial.
Lancet. 2018 Jun 9; 391(10137): 2335-2345.
doi:10.1016/S0140-6736(18)31082-1

Azizi M, Sanghvi K, Saxena M, et al; RADIANCE-HTN
investigators. Ultrasound renal denervation for

Important Safety Information

Rx Only. Brief Summary - Prior to use, please reference the Instructions for Use

Indications for Use

The Paradise Ultrasound Renal Denervation System (Paradise System) is indicated to reduce blood
pressure as an adjunctive treatment in hypertension patients in whom lifestyle modifications and
antihy pertensive medications do not adequately control blood pressure.

Contraindications

The Paradise Catheter is contraindicated in any of the following:
*Renal arteries diameter <3 mm and >Bmm

+Renal artery Fibromuscular disease (FMD)

+Stented renal artery

*Renal artery aneurysm

+Renal artery diameler stenosis >30%

*Pregnancy

*Presence of abnormal kidney (or secreting adrenal) tumors

Precautions*
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+Patients with known allergy to contrast medium may be at increased risk of hypersensitivity reactions.

*Only use specified coolant (Sterile water) for fluid supply. DO NOT USE SALINE.
+fivoid multiple balloon inflations to achieve apposition of the balloon to the renal artery wall; multiple

balloon inflations may result in increased vessel trauma.
*The Paradise Catheter is for single use only. Do not resterilize or reuse. Reuse, reprocessing,

or ilization will ¢

device integrity which may result in patient injury, ilness, or death.

+*Do not touch the Paradise Catheter balloon during sonication, as it may result in serious injury.

+*The Paradise System may interfere with or adversely affect the operaticn of cardiac pacemakers or
other active implants, unless proper precautions have been taken or managed per the manufacturer’s
instructions. When in doubt regarding possible hazards, seek qualified advice and/or consult with the
manufacturer(s) prior to initiating a procedure. The Paradise Catheter is a Type CF, defibrillation-proof

Applied Part.

“liacfiemoral artery stenosis precluding insertion of the catheter

Wamings

«Failure to use the recommended balloon size may result in renal attery stenosis, dissection, perforation,

aneurysm, significant vasospasm requiring intervention, ablation of unintended tissues or structures,
and/lor no ablation of target tissue achieved.

*Energy emission in an unintended location may result in unintended tissue damage.

*Do not move the Paradise Catheter during sonication.

+Do not sonicate in renal artery at locations with visible plague.

+Do not deliver sonications in an overlapping arterial target zone.

*This is a subset of the full list of precautions outlined in the Instructions for Use.
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Potential risks of renal denervation procedure/response to treatment

Ablation or thermal injury to vessel, adjacent tissue or other structures, Acute kidney injury, Angina,
Anxiety, Arhythmia, Afrial tachycardia, Bradycardia, Gastrointestinal complications (diarrhea, nausea,
vomiting), Hypotension/ Diziness and/or Headaches, Hypertension, Hyperhidrosis, Pain (transient
abdominal, lower back), Renal failure or renal insufficiency, Renal artery aneurysm or pseudoaneurysm,
Renal infarction, Renal artery dissection, or perforation, Renal artery stenosis, Vasospasm, Vasovagal
response, Stroke or transient ischemic event

Potential risks of arterial catheterization procedure

Allergic reaction to contrast, Arerio-enteric fistula, Arterio-venous fistula, Bleeding, Cardiopulmonary
arrest, Complications related to pain and anti-anxiety medications, Death, Deep vein thrombosis, Edema,
Embolism {pulmonary, renal, peripheral vasculature, plaque), Hematuria, Infection, Myocardial infarction,
Pain, Vascular access site complications (pseudoaneurysm, pain, swelling, hematoma)
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