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Length: 90/160cm | Catheter diameter: Less than 4Fr | Ring-shape four-electrode: i iridium alloy

Technical specifications

Catheter Specifications Generator Specifications

Catheter maximun OD (Outer Diameter) 0.051"
' RF Output Power 480 k-Hz, 0.1 to 10 watts/per channel.
Tip entry profile <4F Total: 0.4-40 watts.
Tip length 4mm Power Accuracy +20%
Tip material TPU+20%BiOCI
Guiding catheter compatibility 6F Temperature Range and Accuracy In 1°C increments, +3°C between 15-85°C.
Ring diameter 1.20mm For power output > 50 ohms and < 500 ohms
Impedance Range and Accuracy ’
Vessel diameter treatment range 3~8mm measurement £20%.
Distance between electrodes 7mm Dimensions (height x width x depth) ~ 340mm x 335mm x 270 mm
Distance tip to first electeode 10mm
Eletrode material platinum/iridum alloy Weight 6.9kg.
Usable length 900mm;1600mm i i i
[¢] B Caitals RF"buﬂotg, :lme setting, power setting,
Proximal marker 500mm;1200mm;PET el CgnE; SUmmERy
Inner core material Pebax

Rear Controls Line Power ON/OFF, Volume adjustment.

| |
Outer shaft material Line segment: TPU+BIOCI; PI; PET.
Electrode segment:PET; PI; PET Display 10.1 inch display for actual temperature, set power, e n a e n e rv a ’ o n
Working length 900mm;1600mm impedance, set and actual treatment time.
Design oTW Connedtions AC Line power isolated USB port. Foot switch, G o
Safety threshold 85°C 8-pin Catheter port, and dispersive electrode port. o e s R a d ’ a ’
Ablation time 60s

Input Power 100-240 VAC, 50 —60 Hz, 1.0 Amps Max,

Electrode control on/off independently universal power supply.
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CAUTION: The law restricts these devices to sale by or on the order of a physician and these products are intended for the use
by or under the direction of a physician. Please check the IFU and the product labelling supplied with each device for indications,
contraindications, warnings, precautions, potential adverse events. For further information, contact your local representative.
Iberis is not available in the United States and any other country where applicable health authority product registration has not
been obtained. Information contained herein only for presentation outside the US and France.
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The RIGHT moment to build your renal denervation (RDN) program

Renal denervation (RDN) is a recognized effective treatment option to help lower blood pressure for
hypertensive patients. . . . 16
With the introduction of the Iberis® RDN system, physicians now have a unique device to perform RDN via radial Radial Access for vascular interventions has proven to be safer
access. Radial access for RDN may shorten the hospital stay, increase patient comfort, and reduce vascular
complications, thereby further improving the safety profile of the procedure.

The take-off of the renal arteries favor a

THE TARGET PATIENT POPULATION IS INCREASING? B
1990
__________________________ In about 15-20% of patients, the angle between the main
648 mi renal artery and the long axis of the abdominal aorta is
nion

<60° on at least one side, or there is severe tortuosity of the

® Courtesy of Dr Xiongjing Jiang, renal-abdominal aorta. *
317 million * 331 million Fuwai Hospital, CAMS & PUMC

the risk of cardiovascular events.

' Blood Pressure is proven to reduce RADIUS-HTN study (NCT05234788)

2019 Renal Artery Denervatlon Using radial accesS in uncontrolled HyperTensioN

1.28 sillion

[ ]
E oo Y s

To compare the safety and efficacy of radio frequency renal denervation
using the Iberis Renal Denervation System (AngioCare) via radial access
compared with femoral access.

The number of hypertensive patients aged 30-79 have doubled globally in less than 20 years while only

1/5 have controlled their hypertension.

STUDY PRIMARY ENDPOINT
LOWERING BLOOD PRESSURE IS PROVEN TO REDUCE THE RISK OF

CARDIOVASCULAR EVENTS Change in systolic Office Blood Pressure (OBP) at 3 months via trans-radial versus

A 5 mmHg®/10 mmHg* reduction in Systolic Blood Pressure (SBP) can effectively reduce the incidence of trans-femoral access (non-inferiority)

cardiovascular events.
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The RIGHT evidence

RDN PROVIDES AN EFFECTIVE OPTION FOR HYPERTENSIVE PATIENTS®*
IBERIS-HTN study (NCT02901704)8

RDN is proven and approved as an adjunctive treatment when lifestyle modifications and
medications are not sufficient to control blood pressure.

Randomized, Sham-Controlled, Multi-Center Iberis-HTN Trial
RDN with Iberis is safe and reduces ambulatory and office BP at 6 months compared with sham

1 9.2-21.7 mmHg

Renal Denervation

Blood pressure decreases at 6 months
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Safety Endpoints of the Iberis-HTN study (6M)

RDN effects are “always-on” throughout the dayas

S e confirmed by 24-hour ABPM Changes at 6-month GUIDELINE RECOMMEND RENAL DENERVATION AS A VALID OPTION FOR
UNCONTROLLED HYPERTENSIVE PATIENTS

denervation procedure
(n=107) (n=110)
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The RIGHT device for every anatomy

Ablation is performed by radiofrequency (RF) energy delivered to the renal sympathetic nerves via 4
independent electrodes located at the distal part of the catheter. The ablation is piloted via a generator delivering
the RF energy and monitoring both the impedance and temperature.

RADIAL FIRST RADIAL BEST

Radial access for PCI has proven to offer less trauma to patients, shorter recovery time, lower local complications of
vascular puncture, and significantly fewer intraoperative and postoperative complications compared to femoral access. ¢

ENHANCED SAFETY

® Continuous temperature and impedance monitoring

e Automatic safety features including electrode shutdown
Renal Arterial Access Favors

Transradial Access o Iberis includes a specially designed

radial access catheter to bring the

benefits of radial access to RDN: = @ sow @ @ 525 O
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Courtesy of Dr Mehmet Kocaaga, --o  Full nitinol shaft for better navigability
Private Yalova Atakent hospital

Each electrode is monitored independently
and can be disconnected manually
* 90 cm femoral catheter also available. Refer to the technical chart on last page for more details

HIGH ABLATION EFFICIENCY CATHETER FLEXIBILITY

® \Wall contact detection to evaluate electrode and

- ® Navigability: simple access to the main, branch and accessory arteries (4F catheter)
vessel wall apposition

e One size fits all: ablate arteries of 3-8mm diameter with the same device

® Excellent conformability and high radial force ofthe
catheter attributable to unique shaft design

@ 3mm @ 5mm @ 8mm



