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IMPEDE® Product Family

Embolization Plugs

Patient Implant Information

The purpose of this document is to supply you with information about your device, important safety and
follow-up information.

Device Information

What is the device?

The device is primarily made of a polymer which is similar in structure to a foam that has many small
pores. This foam is then compressed to a small rod structure that can be pushed into blood vessels
through a small tube (catheter).

What does the device do?

When the device is delivered through the small tube into your blood vessels, the blood moisture and
body temperature cause the polymer to expand by itself to fill the area where it is implanted. Devices
are inserted into arteries and veins to block blood flow on purpose (embolization) when needed.

What is the device made of?

Your device is made up of various materials that are in contact with your body, as shown in Table 1. In
rare cases, some of the materials may cause an allergic reaction in some patients. If you have any
guestions or concerns, contact your healthcare provider.
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Table 1: IMPEDE Product Family Materials

Device Name Model Number Component Materials
Anchor Coil Nickel-Titanium (Nitinol) alloy
o IMP-05 Anchor Coil Platinum-Iridium alloy
IMPEDE Embolization Radiopaque Platinum-Iridium alloy
e IMP-07
Plug IMP-10 markerband
[ -
Polymer Polyurethane
Adhesive Cyanoacrylate
o o IMP-EX-06 Radiopaque Platinum-Iridium alloy
IMPEDE-FX Embolization markerband
e |MP-FX-08
Plug IMP-FX-12 Polymer Polyurethane
[ - ~
Adhesive Cyanoacrylate
Radiopaque Platinum-Iridium alloy
kerband
IMPEDE-FX RapidFill o IMP-FX-12X5 markersan
Polymer Polyurethane
Adhesive Acrylic

Please note that the model number of your device can be located on your Implant Card.

What is the Intended Use of the device?

The IMPEDE, IMPEDE-FX and IMPEDE-FX RapidFill Embolization plugs are indicated to obstruct
or reduce the rate of blood flow in the peripheral vasculature.

Possible Side effects

Possible side effects associated with either the device or the implantation procedure that may occur
and/or require intervention include, but are not limited to:

e Air embolus
e Allergic reaction/toxic effects

e Bleeding

e Death

e Device migration
e Fever

e Foreign material embolic event
e Hematoma

e Hemolysis

e Occlusion of unintended vessel
e Peripheral embolism

e Pulmonary embolism

e Recanalization

e Residual flow

e Stroke/TIA

e Surgical intervention

e Unintended thrombosis

e Vascular access site complication
e Vessel trauma/perforation
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After your Procedure

Please carry your Implant Card(s) with you. Whenever you visit any healthcare facility, refer to the
Implant Card(s), particularly for any additional diagnostic procedures (e.g., MRI). After your procedure,
always follow your doctor’s recommendations to ensure continuing safe and effective results.

After your implant surgery, your healthcare provider will give you instructions about the follow up care.
Check with your healthcare provider for details regarding at-home care, medications, diet and physical
activity. Follow the instructions provided by the healthcare provider to ensure the best possible results.

Follow-up

Your doctor will evaluate you and recommend adequate follow-up based on your needs. Follow-up
should be maintained even in the absence of clinical symptoms. Complications may not always show
symptoms but can be seen on imaging at your follow-up appointments.

If you continue to experience symptoms or start to feel unwell and/or have any concerns, speak with
your doctor without further delay.

How Long Will | Have the Device?

Your implant is a permanent implant and is not intended to be removed once implanted. Talk to your
healthcare provider about the risks and benefits of this device, and any necessary follow-up procedures.
Consult with your healthcare provider if you have any questions about the lifetime of your implant
device.

MRI Safety Information

MR Conditional

Important: Before getting an MRI scan, tell your healthcare provider that you have an implanted
embolization plug. Show your Implant Card to your healthcare provider.

An MRI scan is a type of medical imaging that uses magnetic fields to create an internal view of the
body. Your device is rated as MR Conditional, meaning that your healthcare provider must follow the
MRI safety instructions below. These instructions are also available in the Instructions for Use of this
device and on the Shape Memory Medical website.

Non-clinical testing and MRI simulations were performed to evaluate all of the IMPEDE Embolization
Plug Devices. Non-clinical testing demonstrated that all versions of the IMPEDE Embolization Plug Device
(see Table 1) are MR Conditional. A patient with any version of the IMPEDE Embolization Plug Device can
be scanned safely in an MR system under the following conditions:

e Static, horizontal, magnetic field of 1.5-Tesla or 3-Tesla, only
e Maximum spatial gradient magnetic field of 4,000-gauss/cm (40-T/m)
e Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2-W/kg for 60
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minutes of scanning (i.e., per pulse sequence or back-to-back sequences/series without breaks) in the
Normal Operating Mode

Under the scan conditions defined, the IMPEDE Embolization Plug Device is expected to produce a
maximum temperature rise of 4°C after 15-minutes of continuous scanning (i.e., per pulse sequence).

In non-clinical testing, the image artifact caused by the IMPEDE Embolization Plug Device extends
approximately 5-mm from the device when imaged using a gradient echo pulse sequence and a 3-Tesla
MR system.

Contact Information

If you have any questions that are not addressed in this document, ask your healthcare provider. To
contact Shape Memory Medical, use the contact information at the end of this document.

Explanation of symbols on the implant card

[
W? Patient Name or Patient ID

Date of Implantation

Name and address of the Implanting Healthcare
institution/provider

Website Information for patients

o+
AN
M Name and Address of the Manufacturer

REF Model Number

MD Device Name

LOT

Lot Number

UDI UDI Number

MR Conditional
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Shape Memory Medical, Inc.
1321 Ridder Park Dr., Suite 10
San Jose, CA 95131, USA
www.shapemem.com

Phone: +1 408 649 5175
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