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Centres TAVI
Centre 2008 2009 2010 2011 2012 2013 2014 2015 2016
Tfinec 0 13 35 50 53 73 80 89 57

IKEM Praha 2 22 19 18 24 30 35 44 11

FNKV Praha 0O 13 24 18 19 24 33 41 O

CKTCH Brno 0 11 19 18 14 19 28 48 11

FNHK — 1. IK 0O 12 26 17 19 17 26 38 9

Nem.Ceske v 4 4 10 2 17 10 14 21
Budéjovice
FN Olomouc
~lLintemiklnka ° © & 4 4 3 4 34 206
nemoeneeMa o 0 2 2 0 8 19 26 12 _ _ _
OnL Register TAVI contains 1532 patients
n J—
Kardiologickéodd. ° 4 4 7 10 8 6 9 10 enrolled between 2008-12 and 2016-06
§ (export September 19, 2016).
FN Plzef o 0 0 0 2 10 17 16
VEN Praha 0 0 0 4 3 5 10 9 7
Total 2 79 139 148 150 214 268 368 164
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TAVI — description of patients at entry




Age and sex of patients TAVI
N = 1532
Sex (%): Age:
] Men 50 -
|| women 45 |
o 53,0 0

34,9

Patients (%)

Age summary:

Mean Median p%ng,?ﬁTe Min-Max
Women 81 81 70-89 54-94
Men 79 80 65-89 43-95
Total 80 81 67-89 43-95

<65 65-69 70-74 75-79 80-84 85-89 =90
Age (years)




TAVI

CCS, NYHA, presyncope/syncope

N = 1532
0 20 40 60 80 80
N . . I - No limitation of physical | - (No
oangina No angina 46,1 activity = normal statys”mitatign of..
| - No limitation of physical | - (No
R 19,0 II - Slight limitation || - (Slight
activit g g
Ylimitation of.. of ordinary activity|jmitation of
Il - Slight limitation of || - (Slight 20 4
ordinary activitylmijtation of... ’ Il - Marked limitation of|| - (Marked 69.1

Ill - Marked limitation of|| - (Marked ordinary physical activifymitation of...

ordinary physical activifmitation of. ..

IV - Symptoms at rest or IV -
minimal activity(symptoms_ .

13,1
IV - Symptoms at rest or V-
minimal activity(symptoms_ .

11

Unknown  Unknown | 0,3 Unknown  Unknown

Presyncope/syncope (%):

2,0 . .
Critical pre-operative status was

found in 12 patients (0.8%).

18,7

B ves
L | No

D Unknown

79,4




Primary reason for TAVI ’ TAVI

Primary reason for TAVI by age:

N=48 N=92 N=194 N=337 N=533 N=294 N=31
100%

2,1% 1,0% 1,8% 2,3% 3,1%

90%

80%

70%

83,7 _
S 60%

12
I Formally turned down for surgery S 50%
. Assessed as high risk for surgery S 40%
B Patient refused surgery 30%
20%

10% 17,4%

11,9%

0%
<65 65-69 70-74 75-79 80-84

Age

E® O



EuroSCORE

50

45

40

35

30

25

Patients (%)

20

TAVI

N = 1532

Mean Median p%PgSEEiTe Min-Max

20.8 18.2 5.1-48.5 0.8-84.2

<5

17,4 17,8

5-9 10-14 15-19 20-24 25-29 30-34 35-39 > 40 NA
EuroSCORE




Ejection fraction

TAVI

N = 1532

Ejection fraction (%): Ejection fraction (EuroScore categories):

50 ~

44,5

45 -

40 ~

35 -

30 -

25 A

Patients (%)

20 -

15 ~

0,5

7,4

26,2

I <30% [ 31-50% [ >50% [] Unknown

5th-95th

10 -
7,4 54 60

30-70 10-85

0,5

<30 31-40 41-50 51-60 61-70 >70 NA
EF (%)

P\



Extent of coronary vessels and left main steam

disease

Extent of coronary vessel disease (%):

0 20 40 60 80 100

No vessel with > 50%
diameter stenosis 49,5

One vessel with > 50%
diameter stenosis 18,1

Two vessels with > 50%
diameter stenosis 13,6

Three vessels with > 50%

diameter stenosis 16,1

Not investigated/Unknown || 2 5

TAVI

N = 1532

Left main stem disease (%):

72 4,1

88,6

.| No LMS disease or LMS
disease < 50% diameter
stenosis

LMS > 50% diameter stenosis

.

Unknown

P\



Aortic valve pathology and aetiology TAVI

N = 1532

« Aortic valve pathology:
— Stenosis in 1511 (98.6%) patients
— Regurgitation 13 (0.8%) patients.

* 0.8% of pathological cases are classified as severe (N = 12).

Aortic valve aetiology

Aortic valve aetiology (%): degenerative details (%):

0O 20 40 60 80 100 0 20 40 60 80 100
Degenerative Degenerative _96,0 Tricuspid Tricuspid 89,6
Rheumatic Rheumatic | 1,0
] Bicuspid Bicuspid | 4,9
Degenerated pegenerated I 24
bioprosthesis bioprosthesis ’
] Not assessed/unknown ynknown 55
Other 0,1 |
Unknown 0,5

e © .
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Procedure description




Implantation procedure description | TAVI
Time of procedure (min): Site of implantation (%); N =1532
50 7 . 5th-95( .
45 - Mean Median  porcentile Min-Max 0,3
gg 1 112 111 40-197 17-465
g 30 1 _— Not available for 0.9%. D Cath Lab
2 25 20.1 433 B Operation room
"g—% B Hybrid room
D Unknown
Length of procedure (min)
Periprocedural imaging (%): Anaesthesia (%):
0 20 40 60 80 100 0 20 40 60 80 100
None TOE 30,5 None || 1,0
TOENene 702 General 58,1
TTE TTE 12,5
Local 40,5
OtheiOther | 1,4
Unknown 0,3 Unknown | o 3

U F“‘“»t"
mw O



Implantation procedure description lll TAVI
N = 1532
Delivery approach (%): Sheath size (French) (%):
0 20 40 60 80 100 0 20 40 60 80 100
Femoral — percutaneous 70,8 <18 <18
Transapical 18-19  18-19 74,2
Femoral — surgical 20-21 20-21
Subclavian 22-23 22-23
Transthoracic 24-25 24-25
Transaortic | 0,5 >26 s=26
Axillaryi 0,1 Unknownunknown
Unknown | 0,5




Valve characteristics ’ TAVI

Manufacturer (%): Device failure (%):
0,7 1,4 0,6 1,2

29,0
. Edwards

D Medtronic
. Boston Scientific
D Unknown

D Unknown

68,9

98,2



Vascular closure and valve deployment TAVI
N = 1532
Vascular Closure Technigue (%): Device closure successful (%):
0O 20 40 60 80 100 0,8.8
Device closure peyjice closure 65,7
N = 1006 . Yes
Surgical closure gy rgical closure 31,9

B No

Manual pressuréy anyal pressure | 1,9

Unknown Unknown | 0,6

96,2

Valve successfully deployed (%):
22 05

B ves
. No

D Unknown

97,3
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In-hospital status of patients




Aortic leakage and mitral regurgitation

Post implant aortic leakage
Central (%):

0 20 40 60 80 100

89,3

None  None
Grade 1 Grade 1
Grade 2 Grade 2 | 0,4

Grade 3+4 Grade 3 | 0,1

UnknownUnknown || 1,4

Mitral regurgitation (%):

0 20 40 60 80 100

None  None
Grade 1 Grade 1 51,5
Grade 2 Grade 2
Grade 3+4 Grade 3

Unknowrynknown

U F“‘“»t"
mw O

TAVI

N =1473*

*59 patients deceased before discharge
Post implant aortic leakage
Peri-prothesis (%):
0 20 40 ©60 80 100

None None
Grade 1 Grade 1
Grade 2 Grade 2

Grade 3+4 Grade 3

UnknownUnknown

Pericardial effusion (%):

79 11

. No
. Yes

D Unknown

P\

91,0



In-hospital Biology Il

CK-MB pre-procedure (ukat/l):

Mean Median p%pégr?tti?e Min-Max
0.28 0.21 0.00-0.52 0.00-13.09
60 - Unknown for 52.0%.
50 ~
S S
& 40 - <
7 32,2 34,1 @
g %7 o
I | T
o 207 132 o
10 - 8.5
0 .
<0.1 0.11-0.2 0.21-0.3 0.31-04 >0.4
CK-MB (ukat/l)
wy #1!'-»;-"
mw Q)

TAVI

N = 1532

CK-MB post-procedure (12 hrs) (ukat/l):

Mean Median D%P(;gr?ﬁ?e Min-Max
0.37 0.25 0.00-0.78 0.00-17.00
60 1 Unknown for 53.1%.
50 -
40 +
27,6
30 24,5

<0.1

0.11-0.2 0.21-0.3 0.31-04 >0.4

CK-MB (ukat/l)

P\



Patients (%)

In-hospital Biology Il

N = 1532
Hemoglobin pre-procedure (g/l): Hemoglobin post-procedure (g/l):
Mean Median p%pégr?tti?e Min-Max Mean Median D%P(;gr?ﬁ?e Min-Max
121 124 93-150 9-171 97 98 72-125 7-169
60 Unknown for 1.3%. 60 - Unknown for 1.9%.
50

43,8 50 1 43,8

Patients (%)

<80 80-99 100-119 120-139 =140 <80 80-99 100-119 120-139 =140

Hgb (g/1) Hgb (/1)

BEe® © .,



Mortality

In-hospital mortality:

3,9

96,1

ww O

N =
Classification of death:
Cause =59
Classification of death
Cardio-vascular causes 42
Non cardio-vascular causes 14
Unknown 3
Cardio-vascular causes
Heart failure 16
Myocardial infarction 4
Cardiac pathway disturbances 4
Cardiac arrhythmia 2
Acute arterial ischemia 2
Other 14
Non cardio-vascular causes
Multi-organ failure 7
Infection 5
Renal failure 1
Other 1




Discharge ’ TAVI

Discharge destination from cardiothoracic ward:

0% 50% 100%

Home Home 71,9%
ConvalescenceConvalescence

Other hospital Other hospital

NA (not applicable) - NA (not 3 20/
patient deceased  applicable) -..§ %<7
Unknown 1,4%

Medication at discharge (N = 1473):
Warfarin Pradaxa
0,0% 0,2%%

. Yes

97,4%

ww O
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Follow-up




3-year follow-up

Complication

N (%)

Permanent PM - new indication

Hospitalization for valve-related or
cardiac decompensation

Stroke

Mitral valve apparatus damage
dysfunction

TIA/RIND

Prosthetic thrombosis

Major vascular complications
Prosthetic endocarditis

ICD - new indication
Ventricular septal perforation

CRT- new indication

14 (4.0%)
12 (3.4%)
7 (2.0%)
7 (2.0%)
3 (0.9%)
3 (0.9%)
1 (0.3%)
1 (0.3%)
1 (0.3%)
0 (0.0%)

0 (0.0%)

TAVI

N =350
48 patients deceased between
2 years and 3 years after implantantion

NYHA dyspnoea status (%)

80 100

No limitation of physical
activity (normal status)
Slight limitation of ordinary
physical activity

Marked limitation of ordinary
physical activity

Symptoms at rest or
minimal activity

Unknown

CCS angina status

. No angina

D No limitation of physical
activity

. Slight limitation of
ordinary activity

. Marked limitation of

D Unknown

37 L7

16.

ordinary physical activity

77.4




5-year follow-up

Complication

N (%)

Hospitalization for valve-related or
cardiac decompensation

Permanent PM - new indication
Stroke

TIA/RIND

Prosthetic endocarditis

CRT- new indication

Major vascular complications

Ventricular septal perforation

Mitral valve apparatus damage
dysfunction

Prosthetic thrombosis

ICD - new indication

4 (3.8%)
2 (1.9%)
1 (0.9%)
1 (0.9%)
1 (0.9%)
1 (0.9%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
0 (0.0%)

0 (0.0%)

TAVI

N =106
27 patients deceased between
4 years and 5 years after implantantion

NYHA dyspnoea status (%)

80 100

No limitation of physical
activity (normal status)
Slight limitation of ordinary
physical activity

Marked limitation of ordinary
physical activity

Symptoms at rest or
minimal activity

64,2

Unknown

CCS angina status

0-9 1.3

. No angina

D No limitation of physical
activity

. Slight limitation of
ordinary activity

7.5

27.4
D Unknown

64.2
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Long — term mortality




Long-term mortality

100%

80%

60%

40%

Cumulative mortality

20%

0%

Time

Cumulative mortality

1 month
12 months
24 months
36 months
48 months
60 months

4.2% (3.2%; 5.2%)
14.2% (12.2%; 16.2%)
24.1% (21.3%:; 26.9%)
32.3% (28.9%:; 35.6%)
42.3% (38.3%; 46.4%)
54.1% (49.2%:; 59.1%)

12

24 36

Time (months)

48

60




