1.1 Device Component Description

The Medtronic Resolute Onyx™ Zotarolimus-Eluting Coronary Stent System (Resolute
Onyx™ system) consists of a balloon-expandable, intracoronary, drug-eluting stent (DES)
premounted on a Rapid Exchange (RX) or an Over-the-Wire (OTW) stent delivery system.
The Resolute Onyx™ stent is manufactured from a composite material of cobalt alloy and
platinum-iridium alloy and is formed from a single wire bent into a continuous sinusoid pattern
and then laser fused back onto itself. The stents are available in multiple lengths and
diameters. The delivery system has two radiopaque markers to aid in the placement of the
stent during fluoroscopy and is compatible with 0.014-inch (0.36-mm) guidewires and 1.42-
mm (5-Fr/0.056-in) minimum inner diameter guide catheters. The Resolute Onyx™ RX
delivery system (Figure 1-1) and the Resolute Onyx™ OTW delivery system (Figure 1-2)
have an effective length of 140 em,
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Figure 1-1: Resolute Onyx™ Rapid Exchange (RX) Delivery System (with Stent)
lustration is not to scale
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Figure 1-2: Resolute Onyx™ Over-the-Wire (OTW) Delivery System (with Stent)
Hlustration is not to scale

The stent is crimped on various sizes of delivery catheter balloons, which range from 2.25
mm to 5.0 mm. The Resolute Onyx™ available stent sizes are listed in Table 1-2.
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TECHNICAL SPECIFICATIONS

Overview

The Resolute Onyx™ coronary stent system (CE Mark approval: 2.00-4.00-mm diameters,
September 2014; 4,50-5.00-mm diameters, April 2015) is being introduced to enhance
the already high-performing Resolute™ paortfolio.

Design and Clinical Rationale

The Resolute Onyx coronary stent system further enhances stent deliverability and
radiopacity without compromising key mechanical attributes and elution characteristics
of the Resolute™ and Resolute Integrity™ stents.

. Resolute Onyx™ stent: Stent performance is improved by combining Core Wire
Technology (CWT) and Continuous Sinusoid Technology (CST). In combination, these
two innovations in stent manufacturing allow for reduced strut thickness and improved
radiopacity without compromising radial strength, recoil or scaffolding. By utilising a
composite wire material, stent visualisation is enhanced with a more radiopaque core
while rnaintaining all of the proven performance of the cobalt alloy shell.

Resolute Onyx™ delivery system: The delivery system improves upon the proven
MicroTrac™ delivery system, enhancing deliverability, norminal deployment (12 atm) and
rated burst pressure (18 atm*). Optimising the design provides a well-balanced delivery
systern with greater flexibility, a lower crossing profile and utilisation of PowerTrac™
technology, resulting in a more deliverable device.

« Zotarolimus drug: The Resolute Onyx stent system delivers the same concentration
of noncytotoxic zotarolimus drug to the vessel lesion.

. BioLinx™ polymer: The BioLinx polymer continues to be used to ensure biocompatible
and extended drug delivery.

Features and Benefits

« Most deliverable DES, featuring Core Wire Technology
- Resolute Onyx DES builds on the Integrity™ platform'’s acute procedural success* for
even greater flexibility and conformability
- Core Wire Technology enables thinner struts with increased radiopacity and no
compromise to radial or longitudinal strength

& Broadest size matrix to optimise treatment of complex clinical scenarios
2 6 - Anew 2.00-mm diameter with longer stent lengths expands treatment options for
C patients with diabetes and diffuse disease

+ Proven long-term safety and efficacy shown in the Global RESOLUTE Program

— Noincreased risk for stent thrombaosis with interruption or discontinuation of DAPT
after one month®

- Sustained safety of 1.2% ST through five years in more than 7500 patients from the

RESOLUTE Pooled analysis
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Resolute Onyx™

ZOTAROLIMUS-ELUTING CORONARY STENT SYSTEM

Resolute Onyx DES is designed to build on the market-leading clinical performance that
Resolute DES demonstrated in the RESOLUTE All Comers clinical trial. Resolute Onyx DES offers
the superior deliverability of the Integrity platform without compromising the drug elution

characteristics of Resolute Integrity DES,
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Technical Improvements

Technical Feature

Stent design

247

Resolute Integrity DES

Integrity™ BMS Continuous Sinusoid
Technology

Drug and polymer

BioLinx and zotarolimus

iﬂesolute Onyx DES

Continuous Sinusoid Technoloqgy with
Core Wite Technology

Mo change

Resolute Onyx

Delivery system MicroTrac

Catheter distal shaft 00 (F) 2.7 2.7 (2.00-4.00 mm)
3.2 (4.50-5.00 mm)

Catheter distal shaft QD. (in) 0036 0036 (2.00-4.00 mim)

0.042 (4.50-5.00 mm)




1'echnical'Fé'a.ture

Resolute Integrity.DES

F562-02

Croams Small vessel (2.25-2.75 mm): 7.5 Small vessel (2.00-2.50 mm): 6.5
Medium vessal (3.00-4.00 mm): 9.5 Medium vessel (2.75-3.00 mm): 8.5
Large vessel (3.50-4.00 mm): 9.5
Extra-large vessel (4.50-5.00 mm): 105
Stent material Cobal alloy conforming to ASTM Shell: No change

Core; Pi=ir

Strut thickness 2 p 5 v

91 1 (0.0036 in)

81 j(0.0032 in ) (2.00-4.00 muin)
91 1 {0.0036 in) (4.50-5.00 mm)

RiaLinx

Palymer c_anting 2 3 s No change
. [C10.C19PVP = 27:63:10)
Hase coating Parylene C . ‘;: ch;_nge -.
Drug density 2 2 Tf'm?mar(ﬂimus (~1.6 pg/mm’) No change
_Deﬁ\:;ry system = _MicraTrac Resolute Onyx
_Galtoon material T;ﬁ;:—r;;rrw“ - Improved
Platform RX Mo change
Catheter length {cm) 2?87;:0 ..... ' N2 change -
Nominal prassure (atm) 9 12 (2.00-5.00 mim)
Rated burst pressure (atm) 16 18 (2.00-4.00 mm) -
16 (4.50-5.00 mm)
_E}}Emmg technology o Secure Technolagy Mo change
_;'\.-‘Ia:l;;r hand material Gold PIarInur'n iridium i
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@ Medltronic

Resolute Onyx”

ZOTAROLIMUS-ELUTING CORONARY STENT SYSTEM
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10 PATIENT SELECTION AND TREATMENT
See also Section 5.5 - Use in Special Populations. The risks and benefits described above
should be carefully considered for each patient before use of the Resolute Onyx™ System.
Factors to be utilized for patient selection should include an assessment of the risk of
prolonged anticoagulation. Administration of P2Y; platelet inhibitor is recommended pre-
procedure and for at least 6 months in stable ischemic heart disease patients and for at least
12 months in patients with acute coronary syndrome (ACS). In patients at higher risk of
bleeding, DAPT discontinuation may be reasonable after 3 months in stable patients or 6
months in ACS patients (see Section 5.1 - Pre- and Post-Procedure Antiplatelet
Regimen). Aspirin should be administered concomitantly with an approved antiplatelet
medication and then continued indefinitely. The safety and effectiveness of the Resolute
Onyx stent have not been evaluated in patients at high bleeding risk or those with
contraindicated anticoagulation therapy.

11 PATIENT COUNSELING INFORMATION
Physicians should consider the following in counseling the patient about this product:
« Discuss the risks associated with stent placement
s Discuss the risks associated with a zotarolimus-eluting stent implant
s Discuss the risks/benefits issues for this particular patient
+ Discuss alteration to current lifestyle immediately following the procedure and over the
long term
+ Discuss the risks of early discontinuation of the antiplatelet therapy

The following patient materials will be provided to physicians to educate their patients about
the options available for treating coronary artery disease and provide contact information to
the patient after their stent implant procedure:

« A Patient Guide which includes information on the Resolute Onyx™ Zotarolimus-Eluting
Coronary Stent System, coronary artery disease, and the stent implantation procedure.

+ A Stent Patient Implant Card that includes patient information, stent implant information
and MRI guidelines. All patients should be instructed to keep this card in their possession
at all times for procedure/stent identification.

12 HOW SUPPLIED 3 1/

STERILE: This product is sterilized with ethylene oxide (EO) and is nonpyrogenic. Do not use
if the package is opened or damaged. Do not resterilize. If the product or package is openad
or damaged, return to Medtronic Returned Goods. Contact your local Medtronic
Representative for return information.

CONTENTS: Package contains one (1) Resolute Onyx™ Zotarolimus-Eluting Coronary Stent
mounted on either a Rapid Exchange (RX) or an Over-the-Wire (OTW) stent delivery system.

STORAGE: Store in the original container. Store at 25°C (77°F); excursions permitted to 156 -
30°C (59 - 86°F). Use by the "Use By" date noted on the package.

DISPOSAL INSTRUCTIONS: After use, dispose of product and packaging in accordance
with hospital, administrative and/ or local government policy.

13 DIRECTIONS FOR USE

131 Access to Package Holding Sterile Stent Delivery System

Remove the stent delivery system from the package. Special care must be taken not to
handle the stent or in any way disrupt its placement on the balloon. This is most important
during catheter removal from packaging, placement over guidewire, and advancement
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