MaH

1Al A=

Aortic stenosis:
TAVI vs. SAVR




M |1 AORTIC STENOSIS: TAVI vs. SAVR

- S 2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
Evidence for treatment decisions (European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)

FIGURE 3 Overview of TAVR Systems

Currently, 8 transcatheter aortic valve replacement (TAVR) systems are commercially available in Europe (A-H), whereas 2 TAVR systems are
approved by the U.S. Food and Drug Administration in the United States (A, B). (A) Edwards Lifesciences Sapien 3 Valve (Edwards Lifesciences,
Irvine, California); (B) Medtronic CoreValve Evolut R (Medtronic, Minneapolis, Minnesota); (C) Symetis Acurate neo Valve (Symetis, Ecublens
VD, Switzerland); (D) JenaValve (JVT Research & Development Corporation, Irvine, California); (E) St. Jude Medical Portico Valve (St. Jude
Medial, St. Paul, Minnesota); (F) Direct Flow Medical Valve (Direct Flow Medical, Inc., Santa Rosa, California); (G) Medtronic Engager Valve
(Medtronic, Minneapolis, Minnesota); and (H) Boston Scientific Lotus Valve (Boston Scientific, Marlborough, Massachusetts).

Vahl Tet al JAm Coll Cardiol 2016;67:1472-87
Which patients should we treat:
- High risk 5 randomized trials

- Intermediate risk 1 meta-analysis
- Low risk Large registries
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Key Message 1

Intermediate risk patients have a good outcome post TAVI
(better than high risk patients)
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2-Year all-cause mortality in the CoreValve ADVANCE Registry

All-Cause Mortality (%)

40
30
20
10
P-value (log rank) <0.01
0
0 1 2
Number at risk: Years Post-TAVI
697 671 591 415
298 279 214 143

CoreValve ADVANCE Study




Outcome in the PARTNER 1A Trial

Subgroup

Prior CABG

Hypertension
No

STS Score
<7%

>7%

All-Cause Death at 2
Years KM Rate

Hazard Ratios (95% Cl)

0.77 (0.55, 1.07)
0.66 (0.37, 1.18)

0.75 (0.51, 1.10)
0.70 (0.44, 1.11)

0.29 (0.09, 0.95)
078 (0658 °

0.56 (0.35, 0.89)
0.91 (0.63, 1.33)

0.125
Favors TAVR

Favors SAVR
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Key Message 2

In Intermediate risk patients,
the outcome after TAVIis comparable to surgery



VELk

BERN — MUnich — rotterDAmM study

30-day All-cause mortality 1-year All-cause mortality
20-HR (95% Cl): 1.12 (0.58-2.15); p=0.74 204HR (95% Cl): 0.90 (0.57-1.42); p=0.64
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The Italian OBSERVANT registry
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Analysis Time (days)
Number at risk
SAVR 650 549 535 525 519
TAVR 650 569 543 3 57
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PARTNER Il Trial

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

Transcatheter or Surgical Aortic-Valve
Replacement in Intermediate-Risk Patients

Martin B. Leon, M.D., Craig R. Smith, M.D., Michael J. Mack, M.D.,

Table 1. Characteristics of the Patients at Baseline.®

TAVR Surgery
Characteristic (N =1011) (N =1021)
Age —yr BL5a6.T 81.7+6.7
Male sex— no. {3%) 548 (54.2) 560 (54.8)
Body-mass indext 28.626.2 28.316.2
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SURTAVI trial: Non inferiority of TAVI against SAVR at 2 years
AlCauseMortality or DisablingStroke

30% -

25% A

TAVI SAR
20% A 12.6% 14.0%

15% -

10% -

5% A

O%i T T T 1

No. at Risk
SAR 796 674 555 407 241

TAVI 864 755 612 456 272
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Main findings of SURTAVI

« TAVI had significantly less 30 day stroke, AKI, atrial fibrillation and transfusion use
and a superior quality of life at 30 days.

« TAVIresulted in significantly improved AV hemodynamics with lower mean gradients
and larger aortic valve areas than SAVRthrough 24 months.

« SAVRhad lessresidual aortic regurgitation, major vascular complications and fewer
new pacemakers.

* Need for anew pacemaker after TAVIwas not associated with increased mortality.
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Key Message 3

TAVIis promising in low risk patients
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The NOTION trial was the first to randomize TAVI (CoreValve) with SAVR in
Low and intermediate risk patients:

JOURNAL OF THE AMERICAN COLLEGE OF CARDIOLOGY VOL. 65, NO. 20, 2015

2015 8Y THE AMERICAN COLLEGE OF CARDIOLOGY FOUNDATION ISSEN 0735-1097/%36.00 1% 1 i |'j
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Transcatheter Versus Surgical ® [y

Aortic Valve Replacement in Patients

With Severe Aortic Valve Stenosis

1-Year Results From the All-Comers NOTION
Randomized Clinical Trial

Hans Gustav Hersted Thyregod, MD,* Daniel Andreas Steinbriichel, MD, DMSc,* Nikolaj Ihlemann, MD, PuD,
Henrik Nissen, MD, PuD,: Bo Juel Kjeldsen, MD, PuD,; Petur Petursson, MD, | Yanping Chang, MS,¢

Olaf Walter Franzen, MD,: Thomas Engstrem, MD, DMSc,i Peter Clemmensen, MD, DMSc, Peter Bo Hansen, MD, #
Lars Willy Andersen, MD, DMSc,# Peter Skov Olsen, MD, DMSc,* Lars Sendergaard, MD, DMSct

Thyregod et al., JACC 2015
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The NOTION Trial
Randomized Low-Risk Patients

0.l |
TERRS

NOTION Trial | Select Baseline Characteristics

Characteristic, %oor TAVI SAR p-value
mean = SD n=145 n=135

Age (yrs) 79.2%49 79.0x4.7 0.71
Male 53.8 52.6 0.84
SISScore 29116 3117 0.30
SISScore< 4% 834 80.0 0.46

NYHAclass|Il or IV 48.6 45.5 0.61
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The NOTION Trial aortic valve performance
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The NOTION Trial all-cause mortality, stroke or Ml
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Months Post-Procedure
Number at risk:
142 133 129 126 119 107 90

134 118 115 113 107 100 87



ML) ENOSIS; TAVI vs.SAVR

VICAIZINISCNE
NOCNSCruic
Adlnover

@EACTS @esc

of Cardiology

Favours Favours
TAYI SAVR

Clinical characteristics

STS/EuroSCORE 1i <4%
(logistic EuroSCORE | <10%)*

| STS/EuroSCORE 1f >4%
 (logistic EuroSCORE | 210%)*

Presence of severe comorbidity

{not adequately reflected by scores)

Age <75 years
Age 275 years

Previous cardiac surgery
Frailty®
Restricted mobility and conditions that may

affect the rehabilitation process after the
procedure

Suspicion of endocarditis +

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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@ EACTS @esc

N of Cardiology

Favours Favours
TAVI SAVR

Anatomical and technical aspects

Favourable access for transfemoral TAVI +
Unfavourable access (any) for TAVI +
Sequelae of chest radiation +
Porcelain aorta +

Presence of intact coronary bypass grafts at
risk when sternotomy is performed

Expected patient—prosthesis mismatch +

Severe chest deformation or scoliosis

Short distance between coronary ostia and
aortic valve annulus

Size of aortic valve annulus out of range for

TAVI
Aortic root morphology unfavourable for TAVI +

Valve morphology (bicuspid, degree
of calcification, calcification pattern) +
unfavourable for TAVI

Presence of thrombi in aorta or LY +

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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@EACTS

Favours Favours
TAVI SAVR

Cardiac conditions in addition to aortic stenosis that
require consideration for concomitant intervention

Severe CAD requiring revascularization by
CABG

Severe primary mitral valve disease, which
could be treated surgically

Severe tricuspid valve disease

Aneurysm of the ascending aorta

Septal hypertrophy requiring myectomy

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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European Society
of Cardiology
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@ EAC,TS Choice of intervention: @ European Society

of Cardiology

Recommendations Class

TAVIis indicated in patients with
severe symptomatic AS who are
not suitable for AVR as
assessed by a ‘heart team’ and
who are likely to gain
improvement in their quality of
life and to have a life expectancy
of more than 1 year after
consideration of their
comorbidities

TAVI should be considered in
high-risk patients with severe
symptomatic AS who may still
be suitable for surgery, butin
whom TAVI is favoured by a
‘heart team’ based on the
individual risk profile and
anatomic suitability

Level

Not
suiteble
for
SAVR

Increased

In patients who are at increased
surgical risk (STS or EuroSCORE
11 24% or logistic EuroSCORE |
210% ,or other risk factors not
included in these scores such as
frailty , porcelain aorta, sequelae
of chest radiation ), the decision
between SAVR and TAVI should
be made by the Heart Team
according to the individual
patient characteristics with TAVI
being favoured in elderly
patjents suitable for transfemoral
aCCe3S

SAVR is recommended in
patients at low surgical risk (STS
or EuroSCORE Il <4% or logistic
EuroSCORE | <10% and no other
risk factors notincluded in these
scores, such as frailty, porcelain
aorta, sequelae of chest
radiation)

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)




Mrl Conclusion

Key learnings from emerging evidences

* TAVlis equal to surgery and guidelineindicated in intermediate risk patients.

« TAVI prostheses are proven to be durable up to five years and probably beyond.

* (Many examples of patients with functioning prosthesis up to 12 years)
* TAVIseems safe even in low-risk patients (5-year follow up)

* Remaining issuesto solve before expanding indications to low risk patients
(durability, pace maker rate)

Yes we can > Yes we should!
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Favours Favours of Cardiology
TAVI SAVR
Clinical characteristics
STS/EuroSCORE Il <4% -
{logistic EuroSCORE | <I0%})*
STS/EurcSCORE 1l 24% 5
(logistic EuroSCORE | 210%)*
Presence of severe comorbidity o
{not adequately reflected by scores)
Age <75 years +
Age 275 years +
Previous cardiac surgery
Frailty® +
Restricted mobility and conditions that may
affect the rehabilitation process after the +
procedure
Suspicion of endocarditis s 5




@EACTS @ESC

European Society

Favours Favours of Cardiology
TAVI SAVR

Anatomical and technical aspects

Favourable access for transfemoral TAVI +
Unfavourable access (any) for TAVI +
Sequelae of chest radiation o
Porcelain aorta +

Presence of intact coronary bypass grafts at
risk when sternotomy is performed

Expected patient—prosthesis mismatch

Severe chest deformation or scoliosis

Short distance between coronary ostia and
aortic valve annulus

Size of aortic valve annulus out of range for

TAVI
Aortic root morphology unfavourable for TAVI +

Valve morphology (bicuspid, degree
of calcification, calcification pattern) +

unfavourable for TAVI

Presence of thrombi in aorta or LV +
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European Society
of Cardiology

@GEACTS

Favours Favours
TAVI SAVR

Cardiac conditions in addition to aortic stenosis that

require consideration for concomitant intervention

Severe CAD requiring revascularization by +
CABG

Severe primary mitral valve disease, which +
could be treated surgically

Severe tricuspid valve disease +
Aneurysm of the ascending aorta +
Septal hypertrophy requiring myectomy +
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Choice of intervention:

Recommendations Class Level In patients who are at increased
surgical risk (STS or EuroSCORE

TAVI is indicated in patients with — 11 24% or logistic EuroSCORE |
severe symptomatic AS who are : 210% ,or other risk factors not
not suitable for AVR as Not Increased included in these scores such as
assessed by a ‘heart team’ and suiteble frailty , porcelain aorta, sequelae
who are likely to gain of chest radiation ), the decision
improvement in their quality of for between SAVR and TAVI should
life and to have a life expectancy SAVR be made by the Heart Team
of more than 1 year after ) v according to the individual
consideration of their - patient characteristics with TAVI
comorbidities being favoured in elderly
- . - - ; : |
TAVI s_hould _be con_S|dered in access
high-risk patients with severe
symptomatic AS who may still
be suitable for surgery, butin
whom TAVI is favoured by a
‘heart team’ based on the
individual risk profile and
anatomic suitability

SAVR is recommended in
patients at low surgical risk (STS
or EuroSCORE Il <4% or logistic
EuroSCORE | <10% and no other
risk factors not included in these
scores, such as frailty, porcelain
aorta, sequelae of chest
radiation)
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@EACTS @ESC

European Society
of Cardiology

Death from any cause

Trial TAVI SAVR HR(95% Cl) P

PARTNER 1A 116/348 114/351 High risk —.-— 0.90 (0.71, 1.15)
High/Interm. risk

US CoreValve 85/391 99/359 ghvinte S -l 0.79 (0.61, 1.01)
Intermediate risk

NOTION 111145 14/135 = 0.72 (0.33, 1.59)
Intermediate risk

PARTNER 2A 166/1011 170/1021 0.92 (0.74, 1.13)

Overall (Heterogeneity T <0.001, P = 0.755) 0.87 (0.76, 0.99) 0.038

T T T
0.2 05 2 5

Favours TAVI Favours SAVR

Siontis GCM et al Eur Heart J 2016;37:3503-3512

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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European Society

of Cardiolo
Death from any cause ay

Subgroup Trials HR (95% CI) Pinter.

H

L]
Overall 4 <0.001 R = 0.87 (0.76, 0.93)

'

L]

'
Access route -
Transterno-a’ 4 <0.001 —8-- 0.80 (0.65, 0.93) 0.024
Transthoracic 2 <0.001 ——— 1.17 (0.88, 1.56)

‘

'

.
TAVI valve system -
Baloon-expandable 2 <0.001 - 0.81 (0.78, 1.07) 0.306
Sef-expandable 2 <0.001 - 0.78 (0.81, 0.89)

'

'

'
Surgical risk -
H gh-risk 2 <0.001 — 0.84 (0.59, 1.02) 0.610
Nan high-risk 2 <0.001 —— 0.90 (0.74, 1.11)

:

'

'
Sex -
Malo 3 0.002 — 0.99 (0.77, 1.28) 0.050
Female 3 <0.001 —8— 0.68 (0.50,0.91)

.

1

1

L

.

L}

T 1
05 1 2
Favours TAVI Favours SAVR

Siontis GCM et al Eur Heart J 2016;37:3503-3512

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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Trial TAVI

Cerebrovascular event

PARTNER 1A 34/348
US CoreValve 49/380
NOTION 12/145

PARTNER 2A 121/10M1
Overall (Hetarogeneity * = 0.070, P = 0.0585)

Stroke

PARTNER 1A 24/348
US CoreValve 40/380
NOTION 51145

PARTNER 2A 91/1011
Overall (Heterogeneity v* < 0.001, P = 0.433)

Myocardial infarction
PARTNER 1A 0/348
US CoreValve 7/390
NOTION 81145

PARTNER 2A 331011
Overall (Heterogeneity «* < 0.001, P = 0.561)

Kidney injury
PARTNER 1A 20/348
US CoreValve 24/320
NOTION 2145

PARTNER 2A 36/1011
Overall (Heterogeneity 1 = 0.064, P = 0.155)

SAVR

18/351
57/357
10/135

103/1021

14/3561
52367
7135

851021

5/351
7/357
7135

371021

21/351
54/357

3135
57/1021

@ESC

HR (95%Cl) P

5
.62) 0.442

09) 0.213

> 0.11 (0.01, 2.07)
0.92 (0.32, 2.58)
1.06 (0.38, 2.94)

0.0 (0.57,
0.89 (0.61, 1.31) 0.558

0.96 (0
- 0.41 (0

g 0.61 (0.10, 3.70)

0.64 (0.42, 0.96)

| 0.61 (0.41, 0.90)

Siontis GCM et al Eur Heart J 2016;37:3503-3512

0.013

European Society

of Cardiology

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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European Society
of Cardiology

New-onset AF

FARTMNER 1A 42/348 BO/35T f- 0.71 (0.49, 1.02)

US CoreValve 71/380 121/357 0.84 (0.42, 0.69)

NOTION azhas 80135 0.28 (0.18, 0.43)

PARTNER 2A 1104011 27311021 -.1 0.41 (0.33, 0.50)

Owerall {(Heterogeneity 1 = 0,076, P = 0.004) 0.46 (0.34, 0.63) <0.001

Major bleading

PARTMER 1A 60/348  95/351 ﬁ 0.64 (0.48, 0.85)

US CoreValve 12390  135/357 0.83 (0.58, 1.02)

NOTION 16142 28134 il— 0.54 (0.31, 0.95)

PARTMER 2A 1691011  471/1021 0.36 (0.31, 0.42)

Overall (Heteroganeity +* = 0.212,P < 0.001) - 0.57 (0.35, 0.82) 0.020

Major vascular complications

PARTNER 1A 40/348 134351 i 3.10 (1.69, 5.70)

US CoreValve 27/380 7367 3.53 (1.56, 8.01)

NOTION 842 o34 - 3.77 (0.82, 17.45)

PARTNER 2A 86M011  55M021 - 1.58 (1.14, 2.19)

Overall (Heterogeneity v = 0,131, P = 0.088) - 2.46 (1.49, 4.05) <0.001

Valve endocarditis

PARTMER 1A 4/348 3381 — 1.34 (0.30, 5.98)

US CoreValve 3/390 5357 — 0.55 (0.13, 2.28)

NOTION 9148 835 1l 4.21 (0.51, 19.48)

PARTMER 24 111011 021 _3 1.85 (0.69, 4.99)

Overall (Heteroganeity +¢ = 0.128, P = 0.280) - 1.56 (0.74, 3.28) 0.244
1 | | T

0102 05 1 2 5 10
Favours TAV| Favours SAVR

Siontis GCM et al Eur Heart J 2016;37:3503-3512

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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@EACTS @ESC

European Society
of Cardiology

Death from any cause

Trial TAVI SAVR HR(95% Cl) P

PARTNER 1A 116/348 114/351 High risk —.-— 0.90 (0.71, 1.15)
High/Interm. risk

US CoreValve 85/391 99/359 ghvinte S - 0.79 (0.61, 1.01)
Intermediate risk

NOTION 111145 14/135 = 0.72 (0.33, 1.59)
Intermediate risk

PARTNER 2A 166/1011 170/1021 0.92 (0.74, 1.13)

Overall (Heterogeneity T <0.001, P = 0.755) 0.87 (0.76, 0.99) 0.038

T T T
0.2 05 2 5

Favours TAVI Favours SAVR

Siontis GCM et al Eur Heart J 2016;37:3503-3512

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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Death from any cause ay

Subgroup Trials HR (95% CI) Pinter.

H

L]
Overall 4 <0.001 R = 0.87 (0.76, 0.93)

'

L]

'
Access route -
Transterno-a’ 4 <0.001 —8-- 0.80 (0.65, 0.93) 0.024
Transthoracic 2 <0.001 ——— 1.17 (0.88, 1.56)

‘

'

.
TAVI valve system -
Baloon-expandable 2 <0.001 - 0.81 (0.78, 1.07) 0.306
Sef-expandable 2 <0.001 - 0.78 (0.81, 0.89)

'

'

'
Surgical risk -
H gh-risk 2 <0.001 — 0.84 (0.59, 1.02) 0.610
Nan high-risk 2 <0.001 —— 0.90 (0.74, 1.11)

:

'

'
Sex -
Malo 3 0.002 — 0.99 (0.77, 1.28) 0.050
Female 3 <0.001 —8— 0.68 (0.50,0.91)

.

1

1

L

.

L}

T 1
05 1 2
Favours TAVI Favours SAVR

Siontis GCM et al Eur Heart J 2016;37:3503-3512

2017 ESCEACTS Guidelines for the Management of Valvular Heart Disease
(European Heart Journal 2017 - doi:10.1093/eurheartj/ehx391)
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Paravalvular regurgitation
Trial TAVI SAVR HR (95% CI) P

&

PARTNER 1A 24/344 3/313 7.28 (2.21, 23.94)

US CoreValve 24/390 2/357 = 10.98 (2.61, 46.15)

NOTION 221142 12/134 A 1.73 (0.89, 3.36)

PARNTER 2A 48/626 3/536 13.70 (4.28, 43.73)
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Overall (Heterogeneity ¥ = 1.00, P =0.004) 6.06 (1.96, 18.78) 0.002
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Siontis GCM et al Eur Heart J 2016;37:3503-3512
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B Primary Outcome

Age (years) 81.6+6.7 79.8+6.2 24-Mo Rate (%)
95% CI for
STS Score 5.8+ 2.0 45+1.6 1001 55 VR Sugeny difference
12.6 14.0 -52t023
Frail (%) 44.4 52.3 1
b 1
PARTNER | PARTNER | SURTAVI | SURTAVI c} Ig o
Surgery W\ Surgery W\ L B ey
Es i TAVR
30-day mortality (%) %E wl T =
2-year mortality (%) 18.0 16.7 11.6 11.4 i =
Stroke 30-day (%) 6.1 5.5 5.6 3.4 L2 T v x %
Moderate/severe AR 3.7 0.6 5.3 e Moot
(0/0) T:\}:l y 864 755 612 456 272
Surgery 796 674 555 407 241

New PM (%) 6.9 8.5 6.6 25.9

Reardon MJ et al New Engl J Med 2017 (epub March 17)
®
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sdonsideration of TAVIasan alternative to SAVRIn awide range of patients with
increased surgical risk (,intermediate” or ,highrisk®)

saRIsk scores alone are insufficient to guide decision between TAVIand SAVR

scAvaliable data for TAVImostly in population >75 years !
Bicuspid valves more frequent in younger patients (few
experience, worse results?)
Missing longterm durability data
Higher PM and P\VLrates become more relevant in younger patients
saMhen patients are theoretically eligible for both, TAVIand surgery, a number
of patient characteristics affect the individual risk / benefit ratio for both
modalities (complex decision process)

sab ocal outcome data for both modalities require consideration
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Aspects to be considered by the Heart Team
SEACTS for the decision between SAVRand TAVI
In patients at increased surgical risk

Clinical characteristics

STSEUnSCORE Il <4% (logistic EroSCORE I<10%) +
STSEUSCORE Il 24% (logistic ELroSCORE | 210%) +

Presence of severe comorbidity (not adequately reflected by -

scores)

Age <75 years +
Age =75 years +

Previous cardiac surgery +
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Aspectsto be considered by the Heart Team
®EACTS for the decision between SAVRand TAVI
In patients at increased surgical risk (continued)

Favou Favou

rs rs
TAVI SAR

Clinical characteristics (continued)
Frailty +
Restricted mobility and conditions that may affectthe +
rehabilitation process after the procedure
Suspicion of endocarditis +
Favourable access for transfemoral TAVI +
Unfavourable access (any) for TAVI +
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Anatomical and technical aspects (continued))
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Anatomical and technical aspects (continued))

Cardiac conditions in addition to aortic stenosis that require consideration for
concomitant intervention
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Aspectsto be considered by the Heart Team
®EACTS for the decision between SAVRand TAVI
In patients at increased surgical risk (continued)

Favou Favou
rs rs
TAVI SAR

Cardiac conditions in addition to aortic stenosis that require consideration for
concomitant intervention (continued))

Severe primary mitral valve disease, which could be treated +
surgically

Severe tricuspid valve disease +
Aneurysm of the ascendingaorta +
Septal hypertrophy requiring myectomy +
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Class | Level

Recommendations

b) Choice of intervention in symptomatic aortic stenosis

Aortic valve interventions should only be performed in centres with
both departments of cardiology and cardiac surgery on-site,and with I
structured collaboration between the two, including a Heart Team
(heart valve centres).
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Recommendations

Level

The choice for intervention must be based on careful individual evalu-
ation of technical suitability and weighing of risks and benefits of each
modality (aspects to be considered are listed in the according table).
In addition, the local expertise and outcomes data for the given
intervention must be taken into account.

SAVRIs recommended in patients at low surgical risk (STSor
EuroSCORE Il <4% or logistic EuoSCORE | <10% and no other risk
factors not included in these scores, such asfrailty, porcelainaorta,
seguelae of chestradiation).

TAVIis recommended in patients who are not suitable for SAVRas
assessed by the Heart Team.
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Recommendations

Class | Level

In patients who are at increased surgical risk (STSor EuroSCORE Il 24%
or logistic E0SCORE | 210% or other risk factors not included in
these scores such asfrailty, porcelain aorta, sequelae of chest
radiation), the decision between SAVRand TAVI should be made by
the Heart Team according to the individual patientcharacteristics (see
according table), with TAVI being favoured in elderly patients suitable
for transfemoral access.

Balloon aortic valvotomy may be considered asa bridge to SAVRor
TAVIin haemodynamically unstable patients or in patients with
symptomatic severe aortic stenosis who require urgent major non-
cardiac surgery.

llb
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dysfunction, pre-renal insufficiency or other organ dysfunction that
maybe reversible with balloon aortic valvotomy when performed in
centres that can escalate to TAVI.

of Cardiology
Recommendations Class | Level
Balloon aortic valvotomy may be considered as a diagnostic means
in patients with severe aortic stenosis and other potential cause for
symptoms (i.e. lung disease) and in patients with severe myocardial b



http://www.escardio.org/guidelines

@GEACTS

| Management of severe AS

@ EACTS

v

)

Symptoms

Ma Yag
w h
Absence of comorbidity or general
[ LVEF <50% ] ( condition that make benefit unlikely
Mo Yes Mo Yes
h 4
[ Physically active ] I Medical therapy
Ma Yes
w
. Low-risk and no other
E Test
| xerclsf e | [ characteristics that favour TAVI ]
fes Mo
Symptoms or fall l
in blood pressure Careful individual evaluation
below baseline of technical suitability and
Mo Ved risk-benefit ratio of
I intervention modes by the
3 x Heart T
Presence of risk eart 1eam
factars and low
individual surgical risk
Mo Yes
- -w» w w w k.
Re-evaluate in
& months or when SAVR SAVR or TAVI
symptoms occur
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TAVI Similar to SAVRIf STSscore>3

Intention-to-Treat Population
24-Mo Rate (%)

309 Hazard ratio, 0.89 (95% Cl, 0.73-1.09) 95% Cl for
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Months since Procedure

No. at Risk
TAVR
Surgery

No. at Risk
TAVR 1011 918 901 870 842 825 811
Surgery 1021 838 812 783 770 747 735
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Death from any cause
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All-Cause Monality (%)

Number o risk.
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Only one randomized Trial with
Follow-up at 5 yrs: PARTNER 1
Excellents Hemodynamic Results of both TAVI and SAVR

p0-0001

100 TAVE group
— SAVE grou
90 group
80
70 HR 104, 95% C1 0.86-1.24; p=0-76
> % 60
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E a 40+
304
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20 4 /
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U | I | |
0 12 24 36 48
Mumber at risk
TAVR group 348 262 228 191 154
SAVR group 351 236 210 174 131

| o Unchanged AVA

No Pt with SVD

M Maock et gf. The Lancet 2016
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g O-Years Durability in Registries

5-Year Outcome After
Transcatheter Aortic Valve Implantation

5-Year Outcomes After
Transcatheter Aortic Valve Implantation

. JSiaste o L L i s s With Corevalve Prosthesis | ry o statian registr
Tavid Wind, MDY, John . Webh, MDD
Semtlpsersne et Vancouver :

JACC 2013,61:413-9 JACC Intv 2015;8:1084-91
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3 patients (3,4% of the total 5 definite SVD cases {1.4%)
cohort) showed signs of SVD requiring Redo-TAVI in 2

+ 10 (2.8%) with mild stenosis
(20-40 mm Hg)




PARTNER 1B:
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Y I 5-Year Follow-up
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N Kapadia SR et al. Lancet 2015
All-Cause Mortality
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Death from Any Cause
or Disabling Stroke (%)
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OUTCOMES IN INTERMEDIATE RISK

PATIENTS

PARTNER 2A TRAL

2,032 patients, mean STS score 5.8%, mean age 82 years

Overall Population
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Reardon MJ et al N Engl J Med. 2017 Apr 6;376:1321-1331

1,746 patients, mean STS score 4.5%, mean age 80 years
24-Mo Rate (%)

95% Cl for
6 TAVR Surgery difference
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Month
No. at Risk
TAVR 864 755 612 456 272

Surgery 796 674 555 407 241




All-cause death, stroke or M/

el ALL-COMER PATIENTS
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Segndergaard L et al Circ Cardiovasc Interv. 2016;9:e003665

280 patients, mean age 79 years, 81.8% low-risk (STS-PROM
<4)
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