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Rationale

* CAD and AS share common etiologic characteristics, risk factors and
clinical presentation

* CAD is presentin =50% of patients undergoing TAVI

* Pre-emptive revascularization for patients with CAD found incidentally
during TAVI workup is not well defined.

Risk of PCI and

Benefit of PCI antithrombotic therapy ® HIGHTECH
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Current ESC guidelines

PCl should be considered in patients with a pri-
mary indication to undergo TAVI and coronary

artery diameter stenosis >70% in proximal

Ila C

segments.

» PCI of stable significant coronary lesions at the time of TAVI remain common practice
e 10-20% before TAVI have PCI

Vahanian et al, ESC Guidelines for management of valvular heart disease, EHJ 202 HIGHTECH
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Question of the study

Among patients with coronary and aortic stenosis treated by TAVR :
is PCI superior to medical management f)
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Lanborg et AL, NEJM 2024 ® HIGHTECH




Des; gn 7 Inclusion criteria
Symptomatic severe AS

Stable CAD

Diameter stenosis 290%

Or FFR< 0.80

Open-blind trial

Lanborg et AL, NEJM 2024 ® HIGHTECH
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Design 77 Inclusion criteria
Symptomatic severe AS
. . Stable CAD
Open-biind tral Diameter stenosis 290%
Or FFR< 0.80

Exclusion criteria

Left main disease
ACS < 14 days
Severe renale failure

Artery >=2,5mm
>1CT10
Valve in valve

®HIGHTECH




Desj gn 7% Inclusion criteria
Symptomatic severe AS

Stable CAD

Diameter stenosis 290%

Or FFR< 0.80

Open-blind trial

Exclusion criteria
Left main disease
ACS < 14 days
Severe renale failure

Artery >=2.5mm
>1CT0

Randomization

Valve in valve

Conservative treatment

+ TAVI
n=228

Lanborg et AL, NEJM 2024 & HIGHTECH



Design

Open-blind trial

2 years
median FU

% Inclusion criteria
Symptomatic severe AS
Stable CAD
Diameter stenosis 290%
Or FFR< 0.80

Randomization

Conservative treatment
+ TAVI
n=228

Exclusion criteria
Left main disease
ACS < 14 days
Severe renale failure
Artery >=2.5mm

>1C10
Valve in valve

Primary endpoint -MACE
(death, myocardial infarction, urgent revascularization)

®HIGHTECH




Population (both arms)

o
d 4% - STS : 3%

Syntax score = 9
40% Ballon-expandable valve

® RISK
m 81 year-old N
%) LVEF:60%
26% diabetes 90% median stenosis diameter
/ 80% 1 single disease
60% LAD

Lanborg et AL, NEJM 2024 ® HIGHTECH




Primary outcomes

Percentage of Patients

100+

15

29% lower MACE in PCI arm

Major Adverse Cardiac Event

26

I

Hazard ratio, 0.71 (35% Cl, 0.51-0.99); P=0.04

PCI + TAVI

Conservative
Treatment + TAVI

A Death from Any Cause, Myocardial Infarction, or Urgent
Revascularization (primary end point)

Freedom from Primary
End-Point Event (%)

No. at Risk

PCI

Conservative
treatment

100

754
50
Conservative treatment
254
Hazard ratio, 0.71 (95% Cl, 0.51-0.99)
P=0.04
0 I 1 | I 1
0 1 2 3 4 5
Years
227 199 161 109 58 14
228 191 148 91 46 18

Lanborg et AL, NEJM 2024 ® HIGHTECH




Landmark analysis of primary endpoint

A. Primary outcome (all-cause mortality, MI or urgent revasc.) A. Primary outcome (all-cause mortality, M| or urgent revasc.)
Treatment —+~ Medical treatment (conservative) —+~ Complete revascularization (PCl) Treatment =+ Medical treatment (conservative) =+ Complete revascularization (PCI)
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Significant benefit > 1 year

® HIGHTECH
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Outcomes

PCI Conservative

+ TAVI treatment

n=227 + TAVI
Death from any cause 53 (23) b5 4% 0.85 (0.59-1.23)
Myocardial infarctionz: 17 (7) 31 (14) 0.54 (0.30-0.97)
Urgent revascularization§ 5(2) 25 (11) 0.20 (0.08-0.51)
Death from cardiovascular 20 (9) 30 (13) 0.67 (0.38-1.19)

causes|

Any revascularization 6 (3) 48 (21) 0.12 (0.05-0.27)
Stroke 23 (10) 35 (15) 0.67 (0.39-1.14)

Primary endpoint mainly driven by higher Myocardial infarction and urgent

revascularization rate ®® HIGHTECH



Causes of urgent revascularization

Conservative treatment
+ TAVI
n=228

(%)
Cardiogenic shock 0 (0) 1 (0)
STEMI 0 (0) 6 (3)
NSTEMI 4 (1) 12 (5)
Unstable angina 0 (0) 6 (3)

Target lesion revascularization |3 (1) 37 (16)
All revascularization 6 (3) 48 (21)

Lanborg et AL, NEJM 2024 ® HIGHTECH
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Causes of urgent revascularization

Conservative treatment

+ TAVI
n=228
Urgent revascularization - no. 5 25 (11)
(%)
Cardiogenic shock 0 (0) 1 (0)
STEMI 0 (0) f’;f(g
NSTEMI 4 (1)
Unstable angina 0 (0) 6 (3)

Target lesion revascularization |3 (1) 37 (16)
All revascularization 6 (3) 48 (21)

Lanborg et AL, NEJM 2024 ® HIGHTECH




Causes of urgent revascularization

Conservative treatment

+ TAVI
n=228
Urgent revascularization - no. 5 25 (11)
(%)
Cardiogenic shock 0 (0) I;I:{(ggl
STEMI 0 (0)
NSTEMI 4 (1) @)
Unstable angina 0 (0)

Target lesion revascularization |3 (1) 37 (16)
All revascularization 6 (3) 48 (21)

Lanborg et AL, NEJM 2024 ® HIGHTECH




Causes of urgent revascularization

Conservative treatment

+ TAVI
n=227 n=228
Urgent revascularization - no. 5(2) 25 (11)
(%)
Cardiogenic shock 0 (0) 1 (0)
STEMI 0 (0) 6 (3)
NSTEMI 4 (1) 12 (5)
Unstable angina 0 (0) 6 (3)

Target lesion revascularization |3 (1) 37 (16)
All revascularization 6 (3) 48 (21)

Lanborg et AL, NEJM 2024 ® HIGHTECH



PCI
+ TAVI

03.‘
},0:‘ 0% coronary perforation

’/. 0% mortality

@% 1% myocardial infarction
=

“‘ 1% any bleeding

£
0 : .
") < 1% stent thrombosis ﬁ}\ 9% Acute kidney failure

®HIGHTECH




‘@8 Safety endpoint (bleeding)

Conservative treatment
+ TAVI

n=228
Any bleeding no. (%)
Life-threatening or disabling 64 (28) 45 (20)
Major 26 (11) 22 (10)
Minor 53 (23) 36 (16)

51% higher risk of bleeding in PCI arm (driven by minor bleeding)

®HIGHTECH
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Conservative treatment

+ TAVI
n=228
45% 43%
PCI + TAVI Conservative treatment + TAVI

CCSO mCCS1 mCCS2 mCCS3 ECCS4

Before TAVI ® HIGHTECH




Angina before and after TAVI

Conservative treatment

+ TAVI
n=228
45% 43%
PCI + TAVI Conservative treatment + TAVI PCI + TAVI
CCS0O mCCS1 mCCS2 mCCS3 mCCs4 CCSO mCCS1 mCCS2 m(CCS3 m(CCS4 mnot applicable

Before TAVI 1 month after TAVI




(Y Angina before and after TAVI

Conservative treatment PCI Conservative treatment

+ TAVI + TAVI + TAVI
n=228 n=227 n=228

87% 82%
45% 43%
PCI + TAVI Conservative treatment + TAVI PCI + TAVI Conservative treatment + TAVI
CCSO mCCS1 mCCS2 mCCS3 mCCs4 CCS0O mCCS1 mCCS2 mCCS3 m(CCS4 mnot applicable

Before TAVI 1 month after TAVI




Medical management after TAVI

_ Conservitll\_/: threatment
[ 1 n=228
Medical treatment-no.(%) | |
Statins 171 (78%) 182 (80%)
Long-acting nitrates 13 (6) 27 (12)
Calcium antagonists 67 (30) 79 (35)
Aspirin 142 (56) 140 (61)
Clopidogrel 199 (90) 87 (38)
Oral anticoagulation 82 (3) 71 (31)
® HIGHTECH



The NEW ENGLAND

Take Home Message i i
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PCI in Patients Undergoing Transcatheter
Aortic-Valve Implantanon

J. Lonborg, R. Jabbari, M. Sabbah, K.T. Veien, M rield, P an, R Imdr}r, D. loanes, C.). Terkelsen,
Q.A. Kajander, S. Koul, M, Savontaus, P, dei lainen, A, Erg M Minkkinen, R, Serensen, H.-H. Tilsted,

L. Holmvang, G. Bieliauskas, ). Ellert, ). Piuho E ekha O J\ nger A F ck, E.H.C hrusr-;znr,en. T. Jergensen,
8.T. Ozbek, C. Glinge, L Sendergaa C) l acker L'\gstr r the NOTION-3 Study Group*

* PCI before the valve was beneficial with reduction in MACE
* dueto areduction in Ml and urgent revascularization>1 year

 PClforlesions with FFR < 0.80 or diameter stenosis 2 90% should be
considered in all patients before TAVI

®HIGHTECH
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My take home Q

* Not applicable to all-comer

* 5years enroliment period

* Very selected patients and lesions
* Very ease and safe PCI
* Single-vessel disease

* Numerical difference of 21 events between the 2 groups for primary endpoint (p=0.04)

®HIGHTECH
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My take home Q
oy

With conservative strategy Uﬂ?

“Only” 10% patients with urgent revascularization and 21% in total at 2-year
80% of patients are free of stent; free of DAPT

e  Similar TAVR procedural safety

*  Similar survival

Similar symptoms (including angina !)

MI/urgent revascularization differ from 1 year onward

®HIGHTECH



My take home Q
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With conservative strategy Uﬁ

“Only” 10% patients with urgent revascularization and 21% in total at 2-year
80% of patients are free of stent; free of DAPT

e  Similar TAVR procedural safety

*  Similar survival

e  Similar symptoms (including angina !)

MI/urgent revascularization differ from 1 year onward

&:} We have time to reassess CAD after TAVI !

®HIGHTECH




DX TAVR Clinical & Invasive PCI
Obstructive CAD assessment
LM stenosis

Multivessel disease

ldeal management of obstructive CAD in patients treated by TAVI ?

®HIGHTECH
5 s e o T =



