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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Stent design

Technology Core Wire Technology
Orug and polymer Biotinx and zotarolimus No change
Delivery system MicroTrac Resolute Onyx
Catheter distal shaft OD. {F) 2,7 2.7 (2.00-4.00 mm)

3.2 {4.50-5.00 mm}

Catheter distal shaft O.D. (in) 0036 / [),] 0.036 (2.00--4.00 mm)
14 0.042 (4.50--5.00 mm)




Crowns

Senall vessel (2.25-2.75 mm). 7.5

Medium vessel {3.00-4.00 mm): 9.5

Smali vesse! (2.00-2.50 mm): 6.5
Medium vessel (2.75-3.00 mm): 85
Large vessel (3.50-4.00 mm): 9.5
Extra-large vessel (4.50-500 mm): 10.5

Stent material 22 mCobalt alloy conforming to ASTM Shell: No change
£562-02 Core: Pt=ir
Strut thickness 9! 0 (00036 m) v 2.5 1 811{00032in) {2.00-4.00 mm}
91 1 (0.0036 in.) (4.50-5.00 ram)
Polymer coating Biokinx No changje
(C10C19PVP = 27:63:10)
Péa;;.c‘owaliﬁg‘ .............. Parylene C No change
Drug density 2.4 \/ Z;tamlimus {~1.6 pg/mm?) No change
Delivery system » Mi.c.roTrac Reso.!t‘;;e“Onyx
’ Ballcon material Fulcoum™ Improved
Platform RX . ) No change
”éslhc\‘e’r’ luc:ﬁgth om 2.8 Y 140 No change
HNon»\vinal pressure (atm) 9 12 (2.00--5.00 mm)
Rated burst pressure (atm) 16 / 18 (2.00-4.00 ram)

16 {4.50-5.00 mm)

Crimping technology

Secure Technology

Marker band material

Gold

No change

Platinum iridium




410 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
pralonged anticoagulation. Administration of P2Y 1, 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 heen 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:

s Discuss the risks associated with stent placement

»  Discuss the risks associated with a zotarolimus-eluting stent implant

» Discuss the risks/benefits issues for this particular patient

o 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:

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

o 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 (EQ) and is nonpyrogenic. Do not use
if the package is opened or damaged. Do not resterilize. If the product or package is opened
or damaged, return to Medtronic Returned Goods. Contact your focal 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 Qver-the-Wire (OTW) stent delivery system.
STORAGE: Store in the original container. Store at 25°C (77°F); excursions permitted to 15 -
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 //&}
'\s__’ .

13.1 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 halloon. This is most important
during catheter removal from packaging, placement over guidewire, and advancement
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