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AneuRx™ Stent Graft System

Instructions for Use

IMPORTANT!

;‘ - Do not attempt to use the AneuRx Stent Graft System before completely reading and
’ understanding the information contained in this booklet.

« Carefully inspect ali product packaging for damage or defects prior to use. Do not use
product if any sign of damage or breach of the sterile barrier is observed.

+ These devices ate supplied STERILE for single use onfy. After use, dispose of the Delivery
Catheters in accordance with hospital, administrative and/or government policy. Do not
resterilize.

» The AneuRx Deployment Handle is supplied non-sterile. The Deployment Handle must be
sterilized prior to first use using steam sterilization under vacuum. The Deployment Handle
may be resterilized and reused as described in the Deployment Handle Instructions for Use.

= Caution: Federal (U.S.) Law restricts this device to sale by or on the order of a physician.

Medtronic Exhibit 1019

Medtronic Corevalve v. Colibri Heart Valve
TPRINN-N1454

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



cpacheco
Text Box

https://www.docketalarm.com/

D
A

~—

TABLE OF CONTENTS

. DEVICE DESCRIPTION

INDICATIONS

. CONTRAINDICATIONS

AW N~

. WARNINGS AND PRECAUTIONS

4.1 GENERAL (in order of severity)

4.2 PATIENT SELECTION, TREATMENT, AND FOLLOW-UP (in order of severity)

4.3 HOW SUPPLIED

4.4 MAGNETIC RESONANCE IMAGING (MRI) SAFETY

4.5 IMPLANTATION PROCEDURES

5. ADVERSE EVENTS

5.1 OBSERVED ADVERSE EVENTS

5.2 POTENTIAL ADVERSE EVENTS

5.3 ADVERSE EVENT REPORTING

6. CLINICAL STUDIES

6.1 PRIMARY ENDPOINTS

6.2 SECONDARY ENDPOINTS

6.3 PATIENTS STUDIED

6.4 METHODS

0 N N Ny A e R AW W W NN N N NN

6.5 RESULTS

11

7. PATIENT SELECTION AND TREATMENT

7.1 INDIVIDUALIZATION OF TREATMENT

15
15

7.2 SPECIFIC PATIENT POPULATIONS

16

8. PATIENT COUNSELING INFORMATION

9. HOW SUPPLIED

10. CLINICIAN USE INFORMATION

10.1 PHYSICIAN TRAINING PROGRAM

16
17
18
18

10.2 INSPECTION PRIOR TO USE

18

10.3 MATERIALS REQUIRED (NOT INCLUDED IN STENT GRAFT SYSTEM
PACKAGING)

19

10.4 MATERIALS RECOMMENDED (NOT INCLUDED IN STENT GRAFT SYSTEM
PACKAGING)

19

10.5 MRI INFORMATION

19

10.6 PREPARATION OF THE ANEURX STENT GRAFT SYSTEM

20

OCKET

L AR

M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

10.7 DELIVERY PROCEDURE (BIFURCATED STENT GRAFT) 20

10.8 DEPLOYMENT PROCEDURE (BIFURCATED STENT GRAFT) 22
10.9 DELIVERY CATHETER REMOVAL PROCEDURE (BIFURCATED STENT GRAFT) 23
10.10 ILIAC STENT GRAFT DEPLOYMENT 23
10.11 DELIVERY, DEPLOYMENT, AND CATHETER REMOVAL PROCEDURE (ILIAC
STENT GRAFT) 24
11. PATIENT INFORMATION 25
12. EXPLANATION OF SYMBOLS 26
13. DISCLAIMER OF WARRANTY 26

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

1. DEVICE DESCRIPTION

The AneuRx Stent Graft System is designed to treat infrarenal abdominal aortic ar aorto-iliac
aneurysms using an endovascular approach. When placed within the aneurysm, the AneuRx
Stent Graft provides a permanent, alternative conduit for blood flow within the patient’s
vasculature by excluding the aneurysmal sac from blood flow and pressure. The AneuRx
Stent Graft System provides an alternative treatment choice in lieu of major open surgery.

The Medtronic AneuRx Stent Graft System includes:

e a Stent Graft (either Bifurcated Stent Graft, lliac Stent Graft, Iliac Extender Cuff Stent
Graft or Aortic Extender Cuff Stent Graft) that is modular and fully stented along its
length; '

e apre-loaded (witha Steﬁt Graft), sterile Delivery Catheter;
e areusable, non-sterile Deployment Handle (supplied separately); and

 radiopaque markers imbedded in the Stent Graft proximally and distally; the markers are
visualized under fluoroscopy.

The AneuRx Stent Graft System is constructed from self-expanding nickel-titanium (Nitinol)
alloy stent rings and woven polyester graft tubes. Each stent ring is a series of diamond-
shaped segments connected side-to-side in the circumferential direction to form aring. The
diamond-shaped segments are laser cut from a single piece of Nitinol tubing.

The Stent Graft is loaded inside a Delivery Catheter which facilitates the placement of the
Stent Graft via the arterial vasculature (e.g., femoral arteries). Using fluoroscopic guidance,

) the Delivery Catheter is properly positioned within the patient’s vasculature and the Stent
Graft is deployed from the Delivery Catheter using the AneuRx Deployment Handle. The
Deployment Handle aids in the retraction of the graft cover on the Delivery Catheter, exposing
the Stent Graft to aortic vasculature.

2. INDICATIONS

The AneuRx Stent Graft System is indicated for the endovascular treatment of infrarenal
abdominal aortic or aorto-iliac aneurysms having:

¢ adequate iliac/femoral access;

e infrarenal non-aneurysmal neck length of at least 1 cm at the proximal and distal ends of
the aneurysm and a vessel diameter 10-20% smaller than the labeled device diameter;

e morphology suitable for endovascular repair;
o one of the following:
a diameter > 5 cm;
a diameter of 4-5 ¢cm and has increased in size by 0.5 cm in the last 6 months; or

twice the diameter of the normal infrarenal aorta.

3. CONTRAINDICATIONS

There are no known contraindications currently associated with this device.
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4. WARNINGS AND PRECAUTIONS

(See also Individualization of Treatment)

4.1 GENERAL

¢ Do not attempt to use the AneuRx Stent Graft System before completely reading and
understanding the information contained in this booklet.

¢ This device should only be used by physicians and teams trained in vascular interventional
techniques, including training in the use of the device. Specific training expectations are
described in Section 10.1 PHYSICIAN TRAINING PROGRAM.

e Do not use the AneuRx Stent Graft in patients unable to undergo the necessary
preoperative and postoperative imaging and implantation studies as described in Section
10.6 PREPARATION OF THE ANEURX STENT GRAFT SYSTEM.

e The results of the clinical studies indicated that patients who experience an unsuccessful
endovascular repair attempt, and as a result undergo conversion to surgical Abdominal
Aortic Aneurysm (AAA) repair, are likely to have increased complications arising from
both procedures (i.e., cardiac complications, fever, infection, musculoskeletal
complications, neurological complications, pulmonary complications, vascular disease,
vessel dissection, wound healing issues, and mortality; reference Section 5. ADVERSE
EVENTS for specific information on adverse event categories).

e The long-term performance of the graft has not been established. Patients should be
regularly monitored for leaks and aneurysm growth.

e The safety and effectiveness of the AneuRx Stent Graft System for the treatment of
abdominal aortic aneurysms has not been evaluated in patients:

) * with aneurysms pending rupture
* with connective tissue disorder
s with hypercoagulability
» with mesenteric artery occlusive disease
» with ilio-femoral, thoracic, or inflammatory aneurysms
* with juxtarenal AAA
» with pararenal AAA
= with suprarenal or thorocoabdominal aneurysms
* who are morbidly obese
* pregnant or nursing
= less than 18 years old
= with less than one-year life expectancy.

e Always have a vascular surgery team available at institutions performing endovascular

grafting in the event that conversion to open surgical repair is required.

4.2 PATIENT SELECTION, TREATMENT, AND FOLLOW-UP
e Do not use this device in patients having an active systemic infection.

¢ Do not use this device in patients with sensitivities or allergies to the device materials.

The materials include: polyethylene-terephthalete (PET), nickel, titanium, tantalum,

stainless steel, polyetheresterblock-copolymer (Hytrel), polyetherblockamide (Pebax),

polyetheretherketone (PEEK), platinum, ethyl cyanoacrylate, poly (methyl methacrylate),
) and hydroquinone.

e The results of the clinical study indicate that women treated with this device may have a
higher mortality rate as compared to their male counterparts.

DOCKET
AL A

R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




