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> Avvigo™+ Ultrasound Imaging System

ExpertCare Service Program

Working together to maximize productivity and patient care

Our ExpertCare Service Program is designed to provide you with continued confidence in Boston Scientific
products, customer support and services. Our service team has the expertise that comes from years of
collaboration with our customers to better support your goals and capital investments. The Boston Scientific
Technical Service Center is available 24 hours a day, 7 days a week, 365 days a year to support your
commitment to patient care.

EssentialCare

Detail Benefit

Unlimited service repair visits Peace of Mind, increased productivity

Manufacturer-approved replacement parts | Reliability, compatibility and improved life-span

Software updates Latest updates for optimal performance

One preventative maintenance visit per year | Trained engineers provide in-depth analysis to keep system at peak performance

Access to technicians via phone First line of help for improved uptime

TotalCare

All the benefits of the EssentialCare Service Program PLUS:

oo

Technology Assurance - hardware upgrades | Ensures access to the hardware that will be able to support future advancements

Priority designation Units prioritized ahead of those without a service agreement




Avvigo™+ Ultrasound Imaging System

ExpertCare Service Program

BiomedCare

Requires three-year agreement

Detail Benefit

Manufacturer-approved replacement parts Reliability, compatibility and improved life-span

Access to technicians via phone First line of help for improved uptime

Software updates Latest updates for optimal performance

Certified Biomed training Biomed training provided by expert technicians on system use and repair

PMCare

One preventative maintenance visit per year | Trained engineers provide in-depth analysis to keep system at peak performance

Access to technicians via phone First line of help for improved uptime

Technical Assistance Center 1-800-949-6708

For more information please contact your Boston Scientific Electrophysiology Sales Representative.
For full terms and conditions of these plans, please see the plan service agreement.

AVVIGO™+ Multi-Guidance System

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 IVUS modality of the System is intended for ultrasound examinations of intravascular pathology. Intravascular

ultrasound is indicated in patients who are candidates for transluminal interventional procedures such as angioplasty and atherectomy.

FFR and DFR are intended for use in catheterization and related cardiovascular specialty laboratories to compute, and display various physiological parameters

based on the output from one or more electrodes, transducers, or measuring devices.

FFRand DFR are indicated to provide hemodynamicinformation for use in the diagnosis and treatment of patients that undergo measurement of physiological

parameters. Refer to the Catheter Instructions for Use provided with all Boston Scientific Ultrasound Imaging Catheters to determine compatibility with the System.

All Ultrasound Imaging Catheters will be referred to as Imaging Catheters throughout the remainder of this User Guide.

The Imaging Catheters generate ultrasound images and are intended for ultrasound examination of vascular and cardiac pathology. Boston Scientific

manufactures a wide variety of catheters for different applications. The recommended use of each of these catheters may vary depending on the size and type of

the catheter. Please refer to the Imaging Catheter Instructions for Use, packaged with each catheter.

Indications for Auto Pullback Use (IVUS Only) Automatic Pullback is indicated when the following occurs:

* The physician/operator wants to standardize the method in which intravascular ultrasound images are obtained and documented: procedure-to-procedure,
operator-to-operator.

* The physician/operator wants to make linear distance determinations post-procedurally, which requires the imaging core of a catheter to be pulled back ata
known uniform speed.

* Two-dimensional, longitudinal reconstruction of the anatomy is desired.

CONTRAINDICATIONS The System has no patient alarm functions and should not be used for cardiac monitoring. Consult the Imaging Catheter, Guidewire, FFR

Link, Motordrive Unit, and the Sled Instructions for Use for a complete list of Contraindications, Adverse Events, Warnings and Precautions.

WARNINGS

* The ALA feature has not been evaluated in patients with coronary artery aneurysms or with aneurysmal coronary artery disease like Kawasaki's disease.

« The AVVIGO+ System and FFR Link uses type CF (Cardiac Floating) defibrillator-proof connections with its applied parts. So that the defibrillator-proof function
of the AVVIGO+ System and FFR Link is not compromised, only use the AVVIGO+ System and FFR Link with parts, accessories, applied parts and transducers

approved by Boston Scientific. BOStOIl
* Inappropriate use of the System may lead to patientillness, orinjury. Please read this User Guide and the Instructions for Use for the FFR Link, Imaging
Catheters, MDU, and pressure guidewires carefully and completely before attempting to use the System. SClentlﬁC
* [nappropriate use of the System may lead to misinterpretation of patient data and subsequent misdiagnosis/mistreatment, potentially leading to injury.
» The System can only be used with Boston Scientific specified accessories, imaging catheters, pressure guidewires and cables. The use of accessories and cables Advancing science for life™
other than the items provided by Boston Scientific may result in increased emission or decreased immunity of the System. For questions regarding this matter,

please contact Boston Scientific for technical assistance. Cardiology
 Refer to the Instructions for Use supplied with the specific Imaging Catheter to determine certification for use with the System. If the proper identification of a 300 Boston Scientific Way
connected Imaging Catheter is not displayed on the Imaging Display, do not proceed with its use.
PRECAUTIONS Marlborough, MA 01752-1234
 External defibrillation or cardioversion can potentially harm the patient or damage the AVVIGO+ System and FFR Link. Consider the following when using a www.bostonscientific.com
defibrillator:
- Avoid placing a pad (or paddle) directly over parts and accessories of the AVVIGO+ System and FFR Link. Medical Professionals:
- Position the pads (or paddles) as far from the AVVIGO+ System and FFR Link as possible. 1.800.CARDIAC (227.3422)
- Set the energy output of external defibrillation equipment as low as clinically acceptable. Customer Service:
« If an Imaging Catheter that has not been approved for use with the System is connected, or if an Imaging Catheter is not properly connected, the corresponding 1.888.272.1001

Imaging Catheter identification data and Displayed Depth will not be displayed. Imaging will be disabled. Resolve this issue before continuing use.
 The System is intended for use in the electromagnetic environment as specified below. The user of the System should ensure that it is only used in such an environment. ©2025 by Boston Scientific Corporation
Note: Medical electrical equipment requires special precautions regarding (EMC). This equipment needs to be installed and put into service according to the EMC or its affiliates. Al rights reserved.
information contained within the accompanying documents. Portable and mobile RF communications equipment can affect medical electrical equipment.
ADVERSE EVENTS Please consult the Imaging Catheter and Pressure Guidewire Instructions for Use. 97118077 (Rev B.1) EP-295701-AC



