You refuse to compromise.
We couldn’t agree more.

Edwards SAPIEN 3 Ultra TAVR

Welcome to the Higher Standard.
Your standard.

Edwards SAPIEN 3 TAVR

SAPIEN 3 TAVR is built upon:

Designed to meet your Higher Standard

25,000+

450,000+

patients studied in Edwards THV trials

patients treated worldwide with Edwards TAVR valves

With so much at stake, there is no room for compromise.
SAPIEN 3 TAVR helps you:
Deliver the outcomes you demand
You asked.

Save lives, starting with
the sickest patients

Extend lifesaving
treatment to even more

Reset the bar to be even
better than surgery

Perfect the pathway through efficient procedures so you can get your patients
back home quickly

Continue to meet the
emerging needs of new
patient populations

TAVR in

Control for the future to continue to meet the emerging needs of new
patient populations

2007

We answered.

Choose SAPIEN 3 TAVR. The valve designed to meet your Higher Standard.

TAVR

today

SAPIEN valve
Introducing TAVR as a
lifesaving treatment
option for patients who
are inoperable or at high
risk for surgery

SAPIEN XT valve
Non-inferior to surgery
on mortality and stroke in
intermediate-risk patients

*On the primary endpoint of death, stroke, and rehospitalization at 1 year

SAPIEN 3 valve
The only THV proven
superior* to surgery for
low-risk patients

SAPIEN 3 Ultra valve
Further reducing paravalvular
leak (PVL) and reaching new
patients with expanded
indications

You take outcomes to new heights.
We’re right there with you.

Delivering the outcomes you demand

Differentiated outcomes start with differentiated design
SAPIEN 3 Ultra valve

Edwards Commander Delivery System

Building on the standard in TAVR to meet the needs of today

Predictability and control to meet the increasing complexity
of your procedures

Short frame height and
open cell geometry

High radial strength for circular deployment

0.6%

Distal flex to help
cross in any anatomy

Bovine pericardium tissue with leaflet
matching for optimal performance
14F sheath compatibility*

Stable, precise deployment
Textured, similar
biocompatible PET
material as the
SAPIEN 3 valve

*For 20, 23, and 26 mm sizes
†
Compared to the Edwards SAPIEN 3 valve

~40%

all stroke at
30 days1

99% deployment accuracy
in the intended location2

taller, textured
skirt†

Dual articulation
for coaxiality

The only delivery system
to offer controlled
articulation

Balloon-expandable
platform delivers
stable, precise
deployment

Only SAPIEN 3 TAVR is proven superior to surgery in low-risk patients
PARTNER 3 Low-Risk Trial

Designed to deliver outcomes you
demand, with no compromise

Primary endpoint:
Death, stroke, rehospitalization at 1 year1

TAVR

Surgery

8.5%

15.1%

Benefit of TAVR
sustained at 2 years*3

Excellent PVL performance
In a study of real-world patients, the SAPIEN 3 Ultra valve
demonstrated4:

Death or disabling stroke1

0.2%
8.9%

100

Percent of patients

10

P=0.03

0.4%

1.0% SAPIEN 3 TAVR
3

6

9

12

Months after procedure

Number at Risk

none

2.9% surgery

1.3%
0

mild

90.9%

50

5

≥ moderate

Surgery

454

444

436

432

430

426

SAPIEN 3 TAVR

496

494

494

493

491

488

* More death and stroke events in TAVR patients from 1 to 2 years; no significant differences at 2 years

1%

death or
disabling stroke
at 1 year1

0

(n = 1115)
Discharge paravalvular leak

Single-digit new permanent pacemaker rates1

6.5%

at 30 days

7.3%

at 1 year

Delivering the outcomes
you demand means you are
performing at the highest
level, without compromise.

You seek perfection.
So do we.

Perfecting the pathway

Your valve choice matters to your patients
Your procedural success helps
patients get home faster
Procedural complications of TAVR
lead to longer length of stay5

Procedure times are shorter
with SAPIEN 3 TAVR
Achieve low
complication rates
with SAPIEN 3 TAVR*1

Aortic valve replacement procedure times

Choosing SAPIEN 3 TAVR can help your
patients stay out of the hospital

80%

of patients discharged
the next day6

Permanent pacemaker implantation

+2

days

6.5%

208

With SAPIEN 3 TAVR:

minutes

All stroke

+5

days

45-minute
median procedure
time with
minimalist clinical
pathway using the
SAPIEN 3 valve

0.6%

Acute kidney injury

+7

days

minutes

*Mack MJ, Leon MB, Thourani VH, et al. Transcatheter aortic-valve replacement with a balloon-expandable valve in low-risk patients at 30 days

PARTNER 3 SAVR

1

Discharged to home1

With SAVR:

73%

Discharged to home1

45

58

0.4%

96%

minutes

PARTNER 3 TAVR

1

3M TAVR Trial6

>90%

did not need to be
rehospitalized within 2 years*3

* As defined in the PARTNER 3 trial: valve related, procedure related, cardiac related rehospitalization

Perfecting the pathway
means faster procedures,
shorter hospital stays,
and less rehospitalization.

You’re always thinking ahead.
We can get behind that.

Controlling for the future

Continuing to meet the emerging needs of new patient
populations with SAPIEN 3 Ultra TAVR

Designed for durability

Designed to facilitate future
coronary access

Excellent outcomes in
low-risk bicuspid patients

A versatile option for future
valve-in-valve procedures

Controlling for the future means
planning for the lifetime well-being
of your patients.

PARTNER II S3i: Excellent outcomes
out to 5 years with durability
similar to SAVR7

The SAPIEN 3 Ultra valve allows
for future coronary intervention
with a low frame height and large
cell design

100%

successful coronary
access post-TAVR 8
68/68 patients

0% death or disabling stroke and
very low rates of mild or greater PVL
at 30 days9

Indicated to treat surgical aortic
and mitral valves as well as
transcatheter aortic valves, the
SAPIEN 3 Ultra valve can be the
preferred option for patients today
and in the future

You refuse to compromise.
We couldn’t agree more.

Edwards SAPIEN 3 Ultra TAVR

Welcome to the Higher Standard.
Your standard.
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See enclosed Important Safety Information.
CAUTION: Federal (United States) law restricts these devices to sale by or on the order of a physician. SAPIEN 3 and SAPIEN 3 Ultra involve serious risks, including death, stroke, major
bleeding, and major vascular complications.
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