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Information for Patient

Please read the following information carefully. If you have any questions or are not sure about the

information provided below, ask your doctor.

You will receive an implant card that holds important information about your implant. If you need medical
assistance, show your card to the doctor at your health facility.

Further information can be found in the European database on medical devices (Eudamed) by searching the
Basic UDI-DI “69330523XZ0002K3” at: https://ec.europa.eu/tools/eudamed (When Eudamed is available).

¢ Device Description

MemoPart™ VSD Occluder is specially designed for transcatheter percutaneous closure of congenital
ventricular septal defect. This device consists of Nickel-titanium alloy with ASTM F2063 standard,
00Cr18Ni14Mo3 Stainless steel compliant with ISO 5832-1 standard, Polyethylene terephthalate (PET, CAS
No.: 25038-59-9) and Polyamide 6 (commonly known as nylon 6 (PA6), CAS No.: 25038-54-4). The
primary materials used in the device are nickel-titanium alloy (23.8%~68.1%), stainless steel
(23.8%~64.2%), and polyester (8.1%~12.0%). They do not contain medicinal substances, animal or human

tissue; they are no blood products and are not radioactive.

Note: If you are allergic to nickel or have a history of metal allergies, you should ask your doctor. Your
doctor will help you decide whether it is appropriate for you to get an occluder.

+ Information for Safe Use

Make sure you follow your doctor’s recommendations after the treatment. Not following your doctor’s
advice may result in complications and the need for additional medical procedures.

Discuss any questions, concerns, or potential side effects with your doctor.

Note: 1f you experience any symptoms of shortness of breath or chest pain at any time, seek medical care

immediately.

+ Magnetic Resonance Imaging (MRI)

An MR scan of 1.5 and 3 Tesla is tested conditionally safe under specific settings and is possible to perform
immediately after the procedure. Please tell your radiologist prior to an MRI scan that you carry an implant,

and show your implant card.

Patients can be safely scanned immediately after implantation under the following conditions:

* Static magnetic field of 1.5T and 3.0T.

* Maximum allowable spatial gradient of the magnetic field is 20T/m in 3.0T and 40T/m in 1.5T MR
system.

* Maximum whole-body specific absorption rate (SAR) of 2W/kg for 15 minutes of scanning in normal
operating mode.

 The presence of this implant may produce an image artifact.
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+ Expected Lifetime of the Device

The MemoPart™ VSD Occluder is a permanent implant. Under normal conditions, the implanted device
will remain in your body for life, unless it is required to be removed by the physician’s professional
judgement.

+ Follow-up

It is important to schedule regular follow-up visits with your doctor. Follow-up visit will help the doctor to
check your heart on a regular basis. The follow up visit should be performed at 24 hours, 1, 3, 6, and 12
months after the procedure, and can be adjusted by the doctor depending on your individual condition.
Routine clinical follow-ups with a cardiologist annually thereafter are also advised.

¢ Travelling

The device will not set-off any metal detectors alarms. If your implant causes an alarm at a security scanner,
show your implant card to security staff.

+ Symbols on Implant Card

SYMBOL | DESCRIPTION OF SYMBOL

Patient name or patient ID

Date of implantation

Name and Address of the implanting healthcare institution/provider

Information website for patients, where patients can obtain additional information on

implant.

Device name

Catalogue number of the implant

Unique device identifier of the implant

Serial number of the implant

MR Conditional, indicates that non-clinical testing has demonstrated that the implant can
safely be scanned under specific MR conditions

Name and Address of the Manufacturer
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In case of loss or degradation of the implant card, please contact your healthcare professional or the
healthcare institution where your procedure took place to obtain information about a replacement. In line
with data protection and patient confidentiality laws, Shanghai Shape Memory Alloy Co., Ltd. will not
collect any information about patients or procedures where our devices are used.
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