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» ICESEED " 1.5 CX and ICESEED " 1.5 CX Short
Cryoablation Needles

WHEN PRECISION MATTERS

17-gauge needle shaft
facilitates ablating superficial sites

~—1 Sharp, unibody
needle tip

y assures confident
insertion

Enhanced needle insulation
frost-free needle shaft

Helium-free Thaw Options via
Proprietary i-Thaw™ Feature

~TceSeed™ 15 94

{ Narrow profile
allows close placement of
multiple needles

¢ Eliminates set-up time, space,
and overall gas costs while
conserving an expensive,
diminishing helium resource
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Exclusive FastThaw™ functionality
reduces thaw time by up to 18%
versus helium'

i Small and flexible tubing
limits needle movement

® 1 Lightweight needle assembly
minimizes needle torque 1. BTG: Internal Test Reports. Data on file.

Precise Control...Refined Therapeutic Choice

With the benefits of a shorter shaft
length combined with the smaller,
sculptable iceball size of IceSeed CX,
you'll have flexibility of treatments for

e benign or malignant tumors
e cryoneurolysis

e small or superficial lesions




ICESEED " 1.5 cX and ICESEED " 1.5 CX Short Cryoablation Needles
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Multi-Needle Isotherm Values (diameter x height in mm)

‘ SINGLE-NEEDLE ISOTHERM TWO-NEEDLE ISOTHERM THREE-NEEDLE ISOTHERM FOUR-NEEDLE ISOTHERM

0°C -20° C -40° C 0°C -20° C -40° C 0°C -20° C -40° C 0°C -20° C -40° C
IceSeed™ 1.5 CX 29x34 | 20x26 | 13x20 | 41x39  31x29 | 23x21 | 48x49 38x39 29x31 | 52x52 | 42x42 33x34
IceSeed™ 1.5 CX S 26x32 18x24 10x18 @ 39x36 29x26 21x17 @ 43x45 34x36 25x27 49x51 40x41 31x33

CRYOABLATION
NEEDLES

SKIN PROTECTION: When performing cryoneurolysis on shallow nerves make sure to place a sterile glove filled with warm saline or warmed
ultrasound gel at the surface of the skin. Also, avoid direct contact between skin and needle tubing with the use of towels or draping.

Ordering Information Cryoablation Portfolio of Needles

SHAFT DIAMETER SHAFT LENGTH HANDLE TRACK ABLATION RADIAL

CRYOABLATION NEEDLES PART NUMBER CONFIGURATION (MM / GAUGE) ((d\)} COLOR WIDTH / LENGTH
lceSeed™ 1.5 CX H7493967433170 Angled 90° 1.5mm /17 G 17.5 cm Black 1.6 /14 mm
IceSeed™ 1.5 CX'S H7493967233100 Angled 90° 1.5mm /17 G 10 cm Black 1.6 /14 mm

ICESEED™ CRYOABLATION NEEDLE

CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician. Rx only. Prior to use, please see the complete “Instructions for Use” for more information on Indications, Contraindications,
Warnings, Precautions, Adverse Events, and Operator’s Instructions. INTENDED USE/INDICATIONS FOR USE: The Boston Scientific disposable IceRod Cryoablation Needle, IceSphere Cryoablation Needle, IceSeed
Cryoablation Needle, IcePearl Cryoablation Needle, and IceForce Cryoablation Needle (CX Needles) are meant to be connected to a Boston Scientific ICEfx Cryoablation System or Visual-ICE Cryoablation System when
performing cryoablative tissue destruction through application of extremely cold temperatures. The needles are intended to convert high-pressure gas to either a very cold Freezing application or to awarm Thawing
application. The Boston Scientific disposable IceRod Cryoablation Needle, IceSphere Cryoablation Needle, IceSeed Cryoablation Needle, IcePearl Cryoablation Needle, and IceForce Cryoablation Needle (CX Needles),
when used with a Boston Scientific ICEfx Cry ion System or Visual-ICE Cry ion System, are designed to destroy tissue by the application of extremely cold Afulllist of the cn ion system
specificindications can be found in the respective Boston Scientific cryoablation system user manual. CONTRAINDICATIONS: There are no known contraindications specific to use of CX Needles. WARNINGS: « A
thorough understanding of the technical principles, clinical applications, and risk associated with cryoablation is necessary before using this product. Refer to the ICEfx Cryoablation System or Visual-ICE Cryoablation
System User Manuals for optional education. ® Do not use this device for any purpose other than the stated intended use. ¢ Observe the expiration date of this product. Do not use past the listed expiration date. ® Select
(XNeedles appropriate for the application and tumor size. The iceball shape and size for (X Needles are described in the Device Description Section. » Do not use (X Needles within a Magnetic Resonance Imaging (MRI)
suite orenvironment. ¢ Use special care to ensure that a cryoablation needle does not come into contact with animplanted device. » Cryoablation needles have sharp tips. Use care to ensure safe handling ofa
cryoablation needle to eliminate the risk of injury or possible exp toblood-b . » The sterile field and sterility of the cryoablation needle should be maintained at all times. Do not contaminate the
distal end of the sterile cryoablation needle.  CX Needles are designed and indicated for Freezing and Thawing applications. These needles are not designed, indicated or tested for thermal protection. Serious injury to
patient tissue may resultif used for thermal protection. ¢ Inspect the packaging for damage. Do not use the needle if packaging appears opened or damaged; in the event of such occurrence, contact Boston Scientific
Technical Assistance Center to arrange return of the complete package with the product. « Do not use the needleifit is bent or damaged while attempting to unpack or use it. Never use a defective needle fora
cryoablation procedure. A defective cryoablation needle that has a gas leak can cause a gas embolism or pneumatosis in the patient. ¢ Avoid bending the needle shaft. Do not grasp needles with auxiliary instruments as
this may cause damage to the needle shaft. » During use, avoid damage to the needle from other surgical instruments. ¢ Do not kink, pinch, cut or pull excessively on the needle tubing. Damage to needle handle or
tubing may cause the needle to bec ble. « Ensure appropriate stability of tubing to avoid inadvertent movement of tubing or needle shifting dunng aprocedure. ¢ Each needle must belc(ked intoaneedle
channel before initiating a cryoablation procedure to avoid the risk of forceful ejection of the needles while under gas pressure. ¢ Prior to starting a cr dure, setup the cr tem (ref ethe
SYSTEM SETUP Section within the cryoablation system User Manual) and then perform the Needle Integrity and Functionality Test. This test must be successfully completed in order to begin the procedure. Do notuse
the needleifthere is no ice formation during the Freeze phase while performing the Needle Integrity and Functionality Test. Refer to cry ion system user manual for ing. [fthe issue does notresolve,
obtain anew needle and repeat the testing procedure. » Do not use the needle if bubbles are seen escaping from the needle during Needle Integrity and Functionality Test. « Ensure adequate measures are taken to
protect organs and structures adjacent to the targeted tissue. » Continuously monitor needle insertion, needle positioning, iceball formation and removal using image guidance (such as direct visualization, ultrasound,
or Computed Tomography (CT)) to ensure adequate tissue coverage and to avoid damage to adjacent structures. » Use Boston Scientific's Multi-Point 1.5 Thermal Sensor Device (MTS) to monitor the freeze / thaw
temperatures for the intended treatment protocol or to monitor tissue temperature near critical structures. « In the rare event that a needle breaks while inserted in the tissue, actimmediately to remove needle parts
from the patient's body and report such event to Boston Scientific. « If a needle unintentionally strikes bone, do not start or continue the Freezing process as needle integrity may be compromised. Replace the needle
prior to continuing the procedure. ¢ Needle handles and the needle shaft may frost during freezing. Avoid prolonged contact with frosted portions of the needle handle to avoid unintended thermal tissue damage to the

patient or clinician. The patient's skin surface should be protected by warm saline irrigation or other means as determined by the physician. « Needle tubing may become extremely cold when conducting freeze cycles
during a cryoablation procedure. Itisimportant that a patient's skin is protected from direct contact with needle tubing to avoid the potential for thermal injury to the patient. Ensure an appropriate insulating barrieris

placed as needed (such as towels) or other method is employed to prevent needle tubing from touching a patient's skin. « Ensure the Active Zone Indicatoris not positioned outside the patient's skin when track ablation B OStO

(Cautery function) s activated. » The needle handle may become warm during active thawing. Prolonged contact with warm portions of the needle handle could cause unintended thermal tissue damage/burn to the

patient or clinician. » Active thawing produces heat along the distal needle shaft. Use care to avoid thermal injury/burn to nontargeted tissues. ¢ Ensure adequate thawing or cooling before attempting to remove l n‘tl

needles fromthe patient. » Discontinue all needle operation prior to needle removal to minimize risk of thermal \muryand/ortlssue injury.  When conducting FastThaw Function or track ablation (Cautery function), be C e C
alert for the Active Zone Indicator as when track ablation is activated and when the needle is wi to prevent unil damage from the hot needle. « Remove needles from the patient prior to

disconnecting needles from the Boston Scientific cryoablation system. » Dispose of needle(s) in accordance with the Disposal Section. » No data regarding cryoablation in combination with other therapies is available Adva ncing science for life™
from Boston Scientific. PRECAUTIONS: General » Boston Scientific CX Needles operate only with a Boston Scientific ICEfx Cryoablation System or Visual-ICE Cryoablation System. ¢ Boston Scientific recommends that only

needles of the same type be placed togetherin a single channel. Using needles of differing types in a channel may affect the accuracy of the Gas Indicator. « Confirm availability of sufficient gas to conduct the planned

procedure: the number of needles, needle operations activated, gas cylinder size, pressure and gas flow affect the required gas volume. Handling ¢ Use of multiple needles is recommended to fully cover a target site and

provide a suitable margin. « Multiple needles placed in an adjacent configuration will typically create a large, coalesced iceball. Iceball formation must be monitored using image guidance to optimize a successful

Peripheral Interventions

ablation procedure. « Availability of a back-up needle is recommended should a replacement or additional needle be required during a procedure. ¢ If the Boston Scientific cryoablation system contains pressurized 300 Boston Scientific VVay

helium, track ablation (Cautery function), i- Thaw Function and FastThaw Function cannot be activated. Procedural » In a safe and controlled fashion, twist the protective sleeve in a rotational motion while simultaneously Marlborough, MA 01752-1234

pulling it away from the device handle. Take extra care when removing the protective sleeve from the device to avoid contact with the distal end of the needle. ADVERSE EVENTS: The potential adverse events associated 9

with the device and/or cryoablation procedure include, but are notlimited to: » Allergic reaction (contrast, device, olher) *Angina ¢ Arrhythmia  Atelectasis ¢ Bladder spasms ¢ Bleeding/hemorrhage » Burn/frostbite www.bostonscientific.com

. Cerebrovas(ulara((ldent((VA)/stroke « (ryoshock phenomenon (e.g. multi organ failure, severe c i intravascular ¢ ion (DIC)) » Death « Distension « Edema/swelling » Ejaculatory

dysfunction « Embolism (air, device, o Erectile dy tion « Fever e Fistula » Fracture e Gastrointestinal symptoms (e.g. nausea, vomiting, diarrhea, constipation) e Healing, impaired « Hematoma  Hematuria To order producf or for more information
*Hemothorax ¢ Hepatic dysfunttion/failure * Hernia « Hypertension ¢ Hypotension ¢ Hypothermia e lleus « Impotence  Infection/abscess/sepsis ® Inflammation  Muscle spasm ¢ Myocardial infarction » Necrosis .

 Need for additional intervention or surgery » Nerve injury » Neuropathy e Obstruction e Pain/discomfort  Perforation (including organ and adjacent structures) » Pericardial effusion e Perirenal fluid collection e Pleural contact customer service at 1.888.272.1001.
effusion e Pneumatosis (air or gas in an abnormal quantity and/or place in the body) « Pneumothorax e Post ablation syndrome (e.g. fever, pain, nausea, vomiting, malaise, myalgia) « Renal insufficiency/failure » Renal

parenchymal or capsule fracture e Respiratory distress/insufficiency/failure e Scrotal edema e Stenosis/stricture » Subc . is/thrombus e Tissue damage e Transient ischemic attack (TIA) © 2024 Boston Scientific Corporation

« Tumor cell seeding « Urethral sloughing * Urinary frequency/urgency » Urinary incontinence e Urinary retention e Urinary tract infection  Vasovagal response ¢ Vessel trauma (e.g. dissection, injury, perforation, or its affiliates. All rights reserved.

pseudoaneurysm, rupture, or other) e Wound infection 97188508 A.1
Alltrademarks are the property of their respective owners. PI-1240404-AB




