One year results of a randomised study comparing
two balloon-expandable TAVI valves
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Why this study?

Purpose of COMPARE-TAVI organisation:

Compare new THVs head-to-head against
best-in-practice contemporary THVs

Randomisation of all-comers => results applicable to daily routine
Provide short term safety data

10-year follow-up => durability
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What did we study?

COMPARE-TAVI 1
1:1 randomisation

P

Sapien 3 / Sapien 3 Ultra Myval / Myval Octacor

-\., A

/NN R

N i {\ - YA

= m [ LAWLUE
,'" v

5 % i .

E ‘ : --'.k"(\ < : "‘l - “/“:

L ' :
?l o w—r '
5 ~ ¢ ~ A

(Am Heart ) 2024;274:84-94.)
* COM PARE-TA\/I

~ Pcrlondonvalves.com
N london volves




What did we study?

Inclusion criteria
Eligible for transfemoral BEV (heart team conference)
Center experience: 275 THVs per year
Operator experience: 215 of each THV
Exclusion criteria

None
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What did we study?

Primary endpoint:
Composite of death, stroke, moderate/severe aortic regurgitation
moderate/severe THV deterioration (VARC-3) at 1-year

If non-inferiority proven => secondary Bonferroni corrected
1) TAVI-related complications

2) Successful implantation of planned THV
3) New pacemaker within 1-year

Exploratory secondary endpoints (hypotheses generating only)
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What did we study?

Power calculation

Alfa=0.05, Power=0.80,
Non-inferiority margin of 5.3%
Event rate of 13%

1002 patients needed
1062 patients to allow for 5% dropout




How was the study executed?

Participating centers

The 3 TAVI centers in western Denmark
All having Sapien experience >500 cases
Catchment population = 3.0 mill

Total TAVI volume =750 TAVI/year
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How was the study executed?

Inclusion rate over time by hospital and overall cohort
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How was the study executed?

Inclusion rate over time by hospital and overall cohort

Total
Aarhus
- (Qdense

JUNE 2021

PAUSED BY COURT ORDER ON
PATENT ISSUES WITH MYVAL

QO
—_—
®
—
-
L2,
o
=
O
=

/

10 20 30 40
Months since first patient included

§ KR Pcrlondonvalves.com * COMPARE-TAVI
N

Randomized comparison of TAVI valves
london valves




How was the study executed?

Inclusion rate over time by hospital and overall cohort
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How was the study executed?

03.11.2023

OCTACOR RECALLED ON CLAIMS OF
PATENT INFRINGEMENT

Total INCLUSION TERMINATED
Aarhus 1031 OF 1062 PLANNED PATIENTS

Odense
Aalborg ZERO DROPOUT OF 5% EXPECTED
SECURED STATISTICAL POWER

Inclusion rate over time by hospital and overall cohort
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How was the study executed?

Inclusion rate over time by hospital and overall cohort
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How was the study executed?

Inclusion rate over time by hospital and overall cohort
Valve morphology
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How was the study executed?

Inclusion rate over time by hospital and overall cohort
Timing of procedure
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What are the essential results?

Sapien 3 THV series Myval THV series
(N=517) (N=514)
Age, years 81-1[77-5-84-8], n=517 81-9 [77-8—-85-2], n=514
Female sex 207/517 (40-0%) 208/514 (40-5%)
NYHA class
I 43/515 (8:4%) 46/514 (9-0%)
| 262/515 (50-9%) 268/514 (52-1%)
1] 204/515 (39-6%) 192/514 (37-4%)
v 6/515 (1-2%) 8/514 (1-6%)
EURO SCORE 2 2:6 [1-7-4-3], n=517 2-5 [1-5-4-3], n=514
STS PROM 2:411-6—3-5], n=517 2-3 [1-6—3-8], n=514
STS PROM < 4 411/517 (79-5%) 395/514 (76-9%)
STS PROM 4 to <8 77/517 (14-9%) 81/514 (15-8%)
STS PROM 28 29/517 (5-6%) 38/514 (7-4%)
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What are the essential results?
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| MYVAL THV SERIES IS NON-INFERIOR TO THE SAPIENS THV SERIES FOR: |

Composite of death, stroke, moderate/severe aortic regurgitation
moderate/severe THV deterioration (VARC-3) at 1-year
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What are the essential results?

Endpoint

Primary compaosite endpoint
Primary composite endpoint, per-protocol
Indvidual components of pnmary endpoint
All.cause death
Stroke
-atal
With sequela
Without sequela
Moderate or severe aortic regurgitation
Moderate or severe THV detenoration
Secondary endpoints
TAVi.related complications
Successful implantation of planned THV

Sapien 3 THV senes
nN(%)

67517 (13.0%)
66/516 (12.8%)

33517 (6.4%)
24/517 (4.6%)
1517 (0.2%)
71517 (1.4%)
16517 (3.1%)

10V474 (2.1%)

17/516 (3.3%)
008/516 (98 4%)

Myval THV senes
nN(%)

71514 (13.8%)
71/507 (14.0%)

28/514 (5.4%)
260514 (5.1%)
3514 (0.6%)
5514 (1.0%)
18/514 (3.5%)

D474 (1.1%)

14/514 (2.7%)
9077514 (98.6%)

Risk Difference
% (95% Cl)

0.9% (-4.4: NA)
1.2% (-4.7: NA)

09%(-1.9 3.38)
04%(-30,22)
04%(-1.1,04)
04% (09, 17)
04% (-26,18)

1.1% (-0.5; 26)

06%(-1.5,27)
0D2% (1.7, 1.3)

P.value

002
003

Favours Sapien THV Favours Myval THV
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What are the essential results?

Sapien 3 THV series Myval THV series Risk Difference

Endpoint N(%) n/N(%) % (95% Cl)

Exploratory secondary endpoints

Endocarditis 9/517 (1.7%) 71514 (1.4%) 04%(-1.1,1.9) 0.62
Reoperation (TAVI, SAVR, BAV) 51517 (1.0%) 3/514 (0.6%) 0.4% (-0.7; 1.5) 048
Moderate or severe PPM 146/510 (28.6%) 389/508 (17.5%) 11.1% (6.0; 16.2) <0.001
Readmission with CHF 8/517 (1.5%) 10/514 (1.9%) -0.4% (-2.0;1.2) 063
AMI 6/517 (1.2%) 2/514 (0.4%) 0.8% (-0.3; 1.8) 0.16
PCl or CABG not scheduled before TAVI 11/517 (2.1%) 9/514 (1.8%) 04% (-1.3;2.1) 0.66
Newly diagnosed atrial fibrillation 25/307 (8.1% 47/347 (13.5%

Exploratory secondary endpoints, 30-day
Endovascular or open surgery, access site 10/517 (1.9%) 18/514 (3.5%) -1.6% (-3.6;04)
Bleeding with Hgb-drop =1.86 mmol/ 64/517 (12.4%) 104/514 (20.2%) -1.9% (-12.3; -3.4)
Transfusion 22 units 18/517 (3.5%) 35/514 (6.8%) -3.3% (-6.0; -0.6)
Increase in creatinine to 2200% 6/439 (1.4%) 71449 (1.6%) -02% (-1.8; 1.4) HlH
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Why is this important?

COMPARE-TAVI 1
Largest 1:1 comparison of any two THVs to date

First all-comers randomised trial => results can be generalised to
daily clinical practice
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The essentials to remember

Why? : New THVs should be compared to best in practice contemporary THVs
What? : Comparison of the Sapien and Myval THV series
How?: 1:1 randomisation, 3 TAVI centers in Western Denmark, 77% of all potential patients enrolled

What are the results?: The Myval THV series was non-inferior to Sapien THV series regarding 1-year
composite endpoint, but associated with higher rates of first-time pacemaker and moderate/severe
aortic regurgitation

Why is this important?: These are the first intermediate follow-up data on Myval compared with
Sapien THVs
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