PORTICO™ TAVI SYSTEM

CLINICAL
PERFORMANCE

Portico Valve with the FlexNav Delivery System is
proven to deliver favourable outcomes, consistent
with leading commercial valves in a high- or

Y f extreme-risk patient population®?

\ / Echo Core Lab data reveals positive

hemodynamic outcomes™

PORTICO | real-world study data highlights

outcomes comparable to leading TAVI valves®®

—
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PORTICO IDE FLEXNAV DELIVERY SYSTEM COHORT

PORTICO IDE FLEXNAY COHORT

THE FLEXNAV DELIVERY SYSTEM COHORT OF THE PORTICO IDE STUDY
DEMONSTRATED THE FOLLOWING OUTSTANDING OUTCOMES"2

NEW DATA CONFIRMS PERFORMANCE OF

PORTICO WITH FLEXNAYV TAVI SYSTEM'"? . ' 4 0.60/0 1.10/0 o.oo/o 3.90/0 5.00/°

ALL-CAUSE DISABLING AKI 1 LIFE-THREATENING MAJOR

MORTALITY STROKE BLEEDING VASCULAR
The IDE FlexNav study was conducted as a separate arm REQUIRING COMPLICATIONS'
of the PORTICO IDE study TRANSFUSION

100 high- or extreme-risk patients with symptomatic, severe
. g . . P : y P ’ * Global cohort data represent a non-randomized sample of high- or extreme-risk patients that underwent an
native aortic stenosis were PrOSPeCthely enro”ed to undergo attempted Portico™ valve implant using the FlexNav™ delivery system via a transfemoral access approach
between October 2018 and December 2019.

TAVI with Portico valve using the next-generation, lower-

N . **3.3% TAVI delivery system access site-related, 1.1% non-TAVI delivery system access site-related and 0.6%
profile”™ FlexNav Delivery System non-access site-related.

Valve performance and clinical outcomes were evaluated
at 30 days
CLINICAL OUTCOMES (30 DAYS)

Post hoc analyses comparing outcomes in the IDE
FlexNav cohort with contemporary valve models
(Sapient 3 or Evolut¥ R/PRO) were performed;
all subjects followed the same study eligibility

VALVE
PERFORMANCE OF
PORTICO WITH
FLEXNAV

criteria, study oversight (including same
Echo Core Lab and CEC),

study assessments, and

follow-up schedule

P 8.0%
~in comparison tqe;;_hé"portico Loading System
CONCLUSIONS: witrf)l(;?:flglav“ Evolut R/PRO Sapien 3

- The Portico with FlexNav IDE cohort demonstrated favourable safety
outcomes, comparable to contemporary, commercially available valves in
the randomized arm of the Portico IDE trial

- Study findings support use of Portico with FlexNav as a treatment
option for high and extreme-risk patients with severe aortic stenosis (AS)

4% TAVI delivery system access-site related complications

" Data represents a non-randomized sample of high or extreme risk patients transfemorally implanted with a Portico valve using

the FlexNav Delivery System between November 2018 and June 2019.

" Data represents a subset of high- or extreme-risk patients implanted with an Evolut R, Evolut PRO, or Sapien 3 valve via a
Information contained herein for DISTRIBUTION in Australia and New Zealand ONLY. transfemoral or alternative access approach between September 2014 and October 2017. Patients were enrolled as part of a
separate pivotal randomized study arm of the PORTICO IDE trial.



PORTICO IDE FLEXNAV DELIVERY SYSTEM COHORT

CLINICAL OUTCOMES IN CONTEXT

OUTCOMES WITH THE LATEST-GENERATION
FLEXNAV DELIVERY SYSTEM ARE CONSISTENT
WITH LEADING TAVI VALVES"?

PORTICO WITH

FLEXNAV
(N=100)"
All-Cause Mortality (%) 0 0.9 0
Disabling Stroke (%) 0 0.9 10
AKI I (%) 0 0.9 0
ﬁ:’ﬁ;’adient 6.7 7.3 18
2‘:;:‘2{:2'3"* 18 19 16
Grester PYL (%) ©> 4.0 16 The IDE FlexNav cohort reflects early experience (on average, less than 5 implants)

. . with FlexNav. The PORTICO | Post-Market Clinical Follow-Up Study demonstrates real-

world PVL performance of the Portico valve comparable with other leading commercially

available valves.

" Data represents a non-randomized sample of high or extreme risk patients transfemorally implanted with a Portico valve using the

FlexNav Delivery System between November 2018 and June 2019.

" Data represents a subset of high- or extreme-risk patients implanted with an Evolut:I:R, Evolut:': PRO, or Sapien:‘: 3valve viaa
transfemoral or alternative access approach between September 2014 and October 2017. Patients were enrolled as part of a

separate pivotal randomized study arm of the PORTICO IDE trial.
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PORTICO IDE PIVOTAL STUDY: ECHO CORE LAB DATA

SELF-EXPANDING VALVES. SINGLE-DIGIT GRADIENTS."?

Consistent with other leading self-expanding valves, Echo Core Lab data demonstrated
that Portico valve outperforms balloon-expandable valves, with single-digit mean

gradients and larger AVAs.?
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OUTPERFORMING BALLOON-EXPANDABLE
VALVES'?
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39.88
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B Portico with FlexNav Sapien¢ 3

Data represents a non-randomized sample of high or extreme risk patients transfemorally implanted with a Portico valve using the
FlexNav Delivery System between November 2018 and June 2019.

" Data represents a subset of high- or extreme risk-patients implanted with an Evolut iR, Evolut iF’RO, or Sapien *3valve via a
transfemoral or alternative access approach between September 2014 and October 2017. Patients were enrolled as part of a

separate pivotal randomized study arm of the PORTICO IDE trial.
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REAL-WORLD POST MARKET STUDIES

EXPERIENCE MATTERS

The PORTICO | Post-Market Clinical Follow-up study’, using the previous-generation delivery
system, demonstrates positive short and long-term clinical outcomes across a broad implanter base,
including low rates of PVL, consistent with other leading TAV| valves.>®

PORTICO I3
Portico

(N=941)
All-Cause Mortality (%)

Disabling Stroke (%)

Life-Threatening or
Disabling Bleeding (%)

Major Vascular
Complications (%)

AKI -1 (%)

New Permanent
Pacemaker (%)

IMPLANTER EXPERIENCE
IMPACTS PVL

comparison). —Maisano et. al Eurolntervention 2018

O/ "Sites performing >15 procedures achieved a lower rate of moderate or higher
2 o 6 o PVL than sites with fewer procedures” (2.6% versus 7.2%, p=<0.01, 30-day
PVL

"The Portico | study was conducted via transfemoral access.
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At 30 days and 1 year, Portico valve demonstrates single-digit mean gradients and large EOAs.>®
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PORTICO I, Portico (N=941)
B FORWARD, Evolutt R (N=1038)

PORTICO |, Portico (N=941)
B SOURCE 3, Sapient 3 (N=1947)

At 30 days and 1 year, Portico valves demonstrate low rates of moderate or higher PVL consistent

with other leading TAV/ valves.>®

30 DAYS (% = Moderate PVL)

2.0% 3.1%

PORTICO I35 PORTICO I35 FORWARDS? SOURCE 3’
Portico Portico Evolut R Sapien* 3
(N=194) (N=495) (N=813) (N=N/A)

1 YEAR (% = Moderate PVL)

1.2% 2.6%

PORTICO |4 FORWARD® SOURCE 38
Portico Evolutf R Sapien* 3
(N=573) (N=587) (N=1007)

*at discharge
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STUDY OVERVIEWS

The IDE FlexNav study was conducted as a separate arm of the PORTICO IDE trial. 100 high or
extreme-risk patients with symptomatic, severe native aortic stenosis were prospectively enrolled
to undergo TAVI with Portico valve using the next-generation, lower-profile FlexNav Delivery

System."?

Mean Age
STS Score (%)
EuroSCORE II (%)
NYHA Class lII/IV (%)
CAD (%)

Previous CABG (%)

*Data represents a non-randomized sample of patients transfemorally implanted with a Portico valve using the FlexNav

Delivery System between November 2018 and June 2019.

PORTICO I STUDY

The international, multicenter PORTICO | study is a
prospective, single-arm, non-randomized post-market
clinical investigation. The objective of the study is

to assess long-term clinical outcomes of the Portico
valve for treatment of severe, symptomatic aortic
stenosis . Patients were high risk and were implanted
via transfemoral access route. The study includes

61 centers in Europe (n=43), Canada (n=8), and
Awustralia (n=10).3°

BASELINE CHARACTERISTICS

PORTICO VALVE

Mean Age

STS Score (%)

EuroSCORE Il (%)

NYHA Class I/1V (%)

CAD (%)

Previous CABG (%)
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(N=941)
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