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Leukopenia (WBC < 3000 cell/mL), acute anemia (Hgb ¢ 9
g/dL), Thrombocytopenia (PIt (50,000 cell/mL).

HIEM A2E(WHAMN St = HAM0| gle 4<2)

A BH(LVEF ¢ 20%)

=1|, ", ZA0| A

o
re 0z
12
0x
og
g
o
S
3
)

.

.

>

- 335
AEE L SES

AlE ™ 37HE O|LHO| 24 o5 ASHEH0| U= E2

Y3H X=0| tiet F7|15 = LS

SSIH X827t E7tstt 42
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composite of death from any cause or disabling stroke
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Fatal bleeding OR
- Bleeding in a critical area or organ, such as
intracranial, intraspinal, intraocular, or pericardial
necessitating pericardiocentesis, or intramuscular with

Bleeding compartment syndrome

Event OR- Bleeding causing hypovolemic shock or severe

Life-threate | hypotension requiring vas opress or sor surgery OR VARC

ning or Overt source ot bleeding with drop in hemoglobin 0>f5

Disabling g/dL or whole blood of packed red blood cells (RBC)

Bleeding transfusion 24 units*

- XHH =

- 32 M|, AL, MEW 5)o =

- MEF/MdLD/XH(vasopressors)/+=S OF7[ote £

- hemoglobin of >5 g/dl Z4A £= RBC =& >4 units
Overt bleeding either associated with a drop in the
hemoglobin level of at least 3.0 g/dL or requiring

Major transfusion of 2-3 units of whole blood/RBC )

Bleedin AND Does not meet criteria of life-threatening or

9 disabling bleeding
- hemoglobin of >3 g/dl Z4A F& RBCs & 2-3 units
Any bleeding worthy of clinical mention (e.g. access site

Minor hematoma) that does not qualify as life-threatening,

Bleeding disabling or major o
- life-threatening, disabling or majorZt Otfd &%

z(i:r(i;onary Atherosclerosis of the coronary arteries. Indicate “Yes’

disegse on the Baseline CRF is the patient has a documented

(CAD) history of CAD.

Cardiac death is defined as all deaths resulting from
cardiac causes.  This category includes valve-related
deaths (including sudden unexplained deaths) and non-

Death valve related cardiac deaths (e.g., congestive heart | STS/AA
failure, acute myocardial infarction, documented fatal | TS
arrhythmias.)

Non-cardiac death is defined as a death not due to
cardiac causes (as defined above).
Uty Ay J|E0| 2oh= £EE WHOL HEE AT
Ho NS, EW MME, 2 A = BY SEL 22 E
=4 49 =g
. Any infection involving an operated valve. The diagnosis STS
ngg%at;détls of operated valvular endocarditis is based on customary Durack

Vaﬁlular clinical criteria including an appropriate combination of DT Luk

Endocarditis | Positive blood cultures, clinical signs and histologic osAS Br
confirmation of endocarditis at reoperation or autopsy. iahtDK
Morbidity associated with active infection, such as valve 9 ’
thrombosis, thrombotic embolus, bleeding event or
paravalvular leak is included under this category and is
not included in other categories of morbidity.

1. 722t O|LHol L& orfiet 22 F4 :Peri-Procedural Ml
- New ischemic symptoms (e.g. chest pain or shortness
of breath), OR

- New ischemic signs (e.g. ventricular arrhythmias, new

Myocardial or worsening heart failure, new ST-segment deviations -

Infarction either elevation »1 mm or depression )1 mm in two or | VARC
more contiguous leads, hemodynamic instability, or
imaging evidence of new loss of viable myocardium or
new wall motion abnormality), AND
- Confirmatory biomarker evidence, consisting of two or
more samples for CK-MB that are 6-8 hours apart with
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a 20% increase in the second sample and a peak value
exceeding 10x the 99™ percentile upper reference limit
(URL), or a peak value exceeding 5x the 99" percentile
URL and with new pathological Q waves in at least 2
contiguous leads.

2.72MN7F O|%0| L3E ofhet 22 =4 : Spontaneous MI
‘Detection of rise and/or fall of cardiacbiomarkers
(preferably troponin) with at least one value above the
99th percentile URL, together with evidence of
myocardial ischemia with at least one of the following:
: ECG changes indicative of new ischemia (new ST-T
changes or new left bundle branch block [LBBB]);
development of pathological Q waves in at least 2
contiguous leads;
imaging evidence of new loss of viable myocardium
or new regional wall motion abnormality
: Sudden, unexpected cardiac death, involving
cardiac arrest, often with symptoms suggestive of
myocardial ischemia, and accompanied by presumably
new ST elevation, or new LBBB, and/or evidence of
fresh thrombus by coronary angiography and/or at
autopsy, but death occurring before blood samples could
be obtained, or at a time before the appearance of
cardiac biomarkers in the blood.
: Pathological findings of an acute myocardial
infarction.
IfthepatienthasahistoryofMl,indicate “Yes” ontheBaseline CRF.
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Failure
(Acute
Kidney
Injury)
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Stage 1: Increase in serum creatinine to 150-200%
(1.5-2.0 x increase compared with baseline) or increase
of > 0.3 mg/dl (226.4 umol/L)

Stage 2 Increase in serum creatinine to 200% to 300%
(2.0 to 3.0 X increase compared with baseline) or
increase between ) 0.3 mg/dl (0 26.4 mmol/l) and < 4.0
mg/dl { 354 mmol/I

Stage 3*: Increase in serum creatinine t0>300% () 3 x
increase compared with baseline) or serum creatinine
of> 4.0 mg/d (2354 umol/L) with an acute increase of
at least 0.5 mg/dl (44 umol/L)

* Patients receiving renal replacement therapy are
considered to meet Stage 3 criteria irrespective of other
criteria

Patient requires chronic dialysis for ) 30 days.
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Balloon  aortic  valvuloplasty ~ Surgical —aortic  valve
replacement Valve in valve
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Stroke

Stroke is an acute symptomatic episode of neurological

dysfunction attributed to a vascular cause.

Sub classifications of stroke:

1. Ischemic Stroke is defined as an acute

symptomatic episode of focal cerebral, spinal or retinal

dysfunction caused by an infarction of central nervous

system tissue

2 Hemorrhagic stroke is defined as an acute

symptomatic episode of focal or global cerebral or spinal

dysfunction caused by a nontraumatic intraparenchymal,

intraventricular, or subarachnoid hemorrhage

Stroke Disability (consistent with VARC Definitions):

1. Major: Modified Rankin Score )1 at 90 days

2. Minor: Modified Rankin Score {1 at 90days

*Patients with non-focal global encephalopathy will not

be reported as a stroke without unequivocal evidence

based upon neuro-imaging studies.

« Stroke (as defined by in the STS/ACC TVT Registry)

- disabling stroke : a score of at least 2 on the
modified Rankin scale (scores range from 0 [no
symptoms] to 6 [death]) at 90 days after the index
clinical event

FDA/
VARC

Transient
Ischemic
Attack (TIA)

- YA (24 AjZt Oj2HO] A1 Eof

A transient ({24 hours) episode of neurological
dysfunction caused by focal brain, spinal cord, or retinal
ischemia, without acute infarction. No evidence infarction
if imaging is performed

FDA
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Any thoracic aortic dissection
Maior Access site or access-related vascular injury (dissection,
Vaslcular stenosis, perforation, rupture, arterio— venous fistula,
Combplicatio pseudoaneurysm, hematoma, irreversible nerve injury, or | VARC
ns p compartment syndrome) leading to either death, need for
significant blood transfusions (= 4 U), unplanned
percutaneous or surgical intervention, or irreversible
end-organ damage (e.g., hypogastric artery occlusion
causing visceral ischemia or spinal artery injury causing
neurological impairment)
Distal embolization (noncerebral) from a vascular source
requiring surgery or resulting in amputation
- E(); meter walr:dng time
- Grip strengt
Frailty - BMI <20 kg/m2 and/or weight loss 5 kg/yr \Z/ARC
- Serum albumin (3.5 g/dL
- Cognitive impairment or dementia
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Any
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bleeding
Acute kidney Leon
injury-Stage Il | Q019 302 | 994 | 12 | 1.2 | 944 | 31 | 3.3 | 0.002
New atrial Leon
fibrillation 09 302 | 994 | 90 | 9.1 | 944 | 265 | 28.3| (0.001
New Leon| ,no
permanent 06 30| 994 | 8 |86 |944 | 68 | 7.3 | 0.29
pacemaker
Endocarditis |(_Ze)t1)8 30| 99 | O 0 944 | 0 0 NA
Aortic valve Leon
re-intervention | (2016 302 | 994 | 4 04|94 |0 0 0.05
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event(stroke/tr @8 13 | 994 | 99 | 10.2| 944 | 89 | 9.8 | 0.75
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infarotion 06 1= 994 | 23 | 2.4 | 944 | 28 | 3.1 | 0.37
Major vascular | Leon
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Life
threatening/ | L6ON | 114 | g0, | 150 | 15.3| 9aa | 460 | 48.9 001
disabling @e| '= . . I
bleeding
Acute kidney | Leon
injury-Stage Il Q10 19 994 | 31 3.3 |944 | 48 | 5.3 | 0.03
New atrial Leon
fibrillation Q016 14 994 | 99 10.1] 944 | 272 | 29.2| (0.001
New Leon| . .
permanent 06 13 | 994 | 98 | 10 | 944 | 85 | 9.4 | 0.61
pacemaker
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Coronary (ijﬁ’g 1 | 994 |4 |04|9ss|6 |06 048

Event rates were calculated with Kaplan—Meier methods
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yaR | 6o 1011|550 |58.1 1021 |460 |51 16 | ]
[ep]
Desth from
ay@sea l2"‘2@;’2.“@5’9&(5() 1011 | 488|511 [1021 |406 |452 18 | J¥12
ay side
Death from
ay @
aysde o (Ve 60 1011 597 |61.8 [1021 (490 |535 116 | JOB13
rehospitdizt
o
Moaod | Mkkar 0917
Moz M 60 101 |8 111 [1021 |62 |82 15 | 2
Neward | Mikker 0305
fopard W 6o 1011 141|158 [1021 |291 |304 s |
o Nikder 09
pemranent ) A-1.5
| |0 1011|138 [155 [1021 |13 |13 12 |9
indlantation
Frcheardtis ’2%’(60 101 [30 |39 [1021 [19 |25 1% 8-8}26
Aoicehe | MKar 1281
e |l 60 01 |21 [32 1021 |6 |08 aB |}
Sigad
Foiche (M4 60 101 |3 |03 [1021 [5 |06 am | 91923
ranenanion
Rleon Aatic | Mider| 60 01 |1 o1 |02 |o NA
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1XX} TAVR SAVR o RR
Z4qpH A Al
2UAT o) B N levent| % | N l|event % P value| (yR)| 95% CI
\ewlgpesty | (420
Vdveimav | Mkder 15.8] 212119
. @0 | & 1011 |17 (27 [1021 |1 |02 8| 5
Deathfrom L
f;gkggﬁﬁgg @6 | 30% 1011 62| 61| 1021 80| 8| 011
troke
From any || eon
cause 30 1011 39| 39| 1021| 41| 41| 078
de:th @i | 7=
From L
cardiec | i | 302 1011 33| 33| 1021| 32| 32| 0%
death
Not from L
cardac | g | 302 1011 6] 06[ 1021 9| 09| 041
death
Neurologic
ovent - | (40| 302 1011| 64| 641021 65| 65 094
Any event
Neurologic
event - s |30z 011 9| oof 1021| 4| 04| 017
Any stroke (Lf)ﬁ’g 302 1011 55| 55| 1021| 61| 61| 057
Disabling | 00| 300 1011 32| 32| 1021] 43| 43| 020
Nondisabli |\ G2e0laog | 1om| 23| 23| w21| 18| 18| 043
Rehospitali | 2200 | 308 1011 64| 65| 1021| 62| 65 099
Death
from any
cause or (Lf)ﬁ’g 302 1011 9| 98| 1021] 101] 102| 078
rehospitaliz
ation
Death
e
anys (Lf)?g 302 1011] 140| 139/ 1021| 183| 163| 037
troke, or
rehospitaliz
ation
Myocardial | G000 011 12| 12| 1021 19| 19| 022
’\/Iajorvascu Leon
complicati | @016 | 302 1011| 80| 79| 1021| 51| 5| 0.008
on
Life-threat L
Shingerae | oo | 302 1011] 105| 104| 1021 | 442| 434/ (0.001
ding
Acute Leon
kidne 302 1011 13| 13| 1021] 31| 31| 0.006
injuryy @0 =
Now atral 1420 | ang 1011] 91| 91| 1021 | 265| 26.4| (0.001
New
permanent (Lf)ﬁ’g 302 1011 85| 85| 1021| 68| 69| 017
pacemaker
Endocarditi (Lf)?g 302 1011 0 1021 0 -
Aortic-valv Leon
Feintervent | G016 | 302 1011 4] 04| 1021] 0 0.05
on
Coronaryo | Leon
bstruction | g | 302 1011 4] 04| 1021| 6| 06| 053
Deathfrom | | gon y
anycauseo | (o | 19 1011| 145| 145 1021 | 160| 164| 024
rdisablings

-




1XX}

TAVR

SAVR

RR
ZApHHA x| P
2HAT o) B N levent % | N |event % P valuel(g)| 95% CI |SAS
troke
From any
cause (Lzemog e 1011] 123] 123 1021] 124| 129 069
death
From L
cardec | | 1 1011 70 70| 1021 77| 81| 040
death
Not from L
carde s | @6 | 1 1011 83| 56| 1021| 47| 52| 071
death
Neurologic
event - (Lzemog e 1011 9] 101| 1021 93| 97| 076
Any event
Neurologic || eon
event - 1 1011 23| 24| 1021 16| 18| 038
A @
Any stroke (Lf)?g (L5 1011 78| 8| 1021| 79| 81| 0.8
Disabli Leon
stoke 0 |00 | 1 1011 49| 5| 1021 56| 58| 046
Nondisabli | Leon
ng stroke | €019 | 1 1011 30| 3| 1021 24| 25| 044
Rehospitali | 200 | 14 1011| 142| 148 1021| 135| 147| 092
Peath
rom any
cause or I(_fnog 14 1011 2341 234) 1021 | 225| 233| 0.97
rehospitaliz
ation
Death
from any Leon
stroke. o | @oig | 14 1011 274| 274| 1021| 276| 283| 0.64
rehospitaliz
ation
Myocardial | 00| 14 1011 24| 25/ 1021 29| 3| 047
’\/Iajorvascu Leon
ar
complicati | @019 | 19 1011| 84| 84| 1021| 54| 53| 0.007
on
Life-threat Leon
ening or
dis'ag“ng o | 14 1011| 151| 15.2| 1021 | 460| 45.5| 0.001
bleeding
Kane, beon | 114 1011 32| 34 1021] 28| 5| oo
idn ol . X
injur?/y (2)16
New atrial |Leon
toraion | @0 | 19 1011| 100| 10.1| 1021| 272 27.2| 0.001
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1X{X} TAVR SAVR RR
ZinpEH A Al P %
2T o) ME N Jevent] % | N Jevent % | “2e|(HR)| %% CI NS
Newperma
nentpacem | coug | 14 01| o8| 99 1021| 85| 89| 043
aker
Endocarditi | Leon
s 09 14 1011 71 08} 1021 6] 07| 084
Aortic-valv || gon
ereinterve ] 101 11 1.2] 1021 41 05| 010
ntion (2)16
Coronaryobs | Leon
truction 010 14 1011 41 041 1021 6] 06| 053
2) sy ws
TAVR SAVR T et
.’é]'-l'ﬁ—?- gé‘lé; Al’é*. EI_.—._giI_OI :—valu gls% SéN
N |[Mean| SD | N |Mean| SD| Mean | SD
(K)CCQII Makk
vera akkar
Summary (2020)1 913 (70.3 |0.62 {792 [59.1 [0.67
Score
éCCQII Makk
vera akkar
Summary| (2020) 12 797 |75.9 |0.66 |686 |76.5 [0.72
Score
(K)CCQII Makk
vera akkar
Summary| (2020) 24 717 |74.2 10.7 (618 |73.9 [0.76
Score
ECCQII Makk
vera akkar
Summary| (2020) 36 580 |71.5 |0.76 |505 [72.8 |0.82
Score
(K)CCQII Makk
vera akkar
Summary| (2020) 48 470 |72.5 10.85 |446 |72.1 |0.88
Score
(K)CCQII Makk
vera akkar
Summary| (2020) 60 373 |71.3 10.95 (342 |72.1 |1
Score
éCCQII
vera
Makkar
Summary 1 874 114.5 |0.69 |731 [3.2 |0.75
Score - (2020)
change
(K)CCQII
vera
Makkar
Summary 12 762 (19.9 |0.72 |634 [20.5 [0.78
Score - (2020)
change
(K)CCQII
vera
Makkar
Summary 24 683 |18 |0.75 |573 |18 |0.82
Score - (2020)
change
ECCQII
vera
Makkar
Summary 36 561 |15.2 [0.82 |478 [16.7 [0.89
Score - (2020)
change
(K)CCQII
vera
Makkar
Summary 48 450 (16 0.9 (419 [15.8 |0.95
Score - (2020)
change
éCCQII
vera
Summary ’zg%kzkg)r 60  [359 [14.9 |1.02 |322 |15.9 |1.07
Score -
change
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3) 7IEt - HFYH ZUX|E S - (Echocardiographic Findings)
1 XX} TAVR SAVR RRI95%
Ziap A A= X P vaue
2HAE | (o) | ME =T N Jever! % | N Jovent| % | (HR CI
Paravalvular
Aortic Vakar| 1| Moderate | g72) 30 | 34| 757| 3 | 0.4
Regurgitation
Paravalvular
Aortic (58?8) %i‘:jgih
Regurgitation TE=lTe
Paravalvular
Portic Viakiar| 24 | Moderate | gog| 38 | 62| 516) 2 | 0.4
Regurgitation
Paravalvular
Aortic Vaisar| 6o | Moderate | 310) 13 | 42| 272| 1 | 02
Regurgitation
NYHA Class Makkar Moderate 4
I or IV (2020) 1 or severe 940[ 99 | 10.9 857| 122| 14.9
NYHA Class Makkar Moderate
I or IV (2020) 24 or severe | /38| 73| 99 650| 44 | 6.8
NYHA Class Makkar Moderate
I or IV (2020) 60 or severe 3911 43| 111343/ 25 | 7.3
%2 eventy EHA
1 XXt TAVR SAVR ol RRI%B%
247 ﬂ* AI‘I HX P
2HAE | (o) | A =T N Jever] % | N Jevert] % | (HR CI
Paravalvular 302 |None-Trace |872 |643 |73.7|757 |732 |96.7 [<0.001
Leak,
standard Leon 30 |Mild 872 |196 |22.5(757 |21 (2.8
grading - (2016)
no./no. 302 |Moderate 872 |30 |3.4 |757 |2 0.3
evaluable
echos (%) 302 |[Severe 872 13 |03 |757 [2 |03
302 [None-Trace (872 (643 |73.7|757 |732 [96.7 [€0.001
30¢  [Mild 872 |157 |18 |757 (13 |1.7
Paravalvular _
ok ded 30y |MildModerat g7, 139 |45 |757 8 1.1
grading - Leon
no./no. (2016) |30 [Moderate 872 126 |3 757 |1 0.1
evaluable M N
echos (%) 30y |Moderate'Selg75 14 Jos |757 |1 |o.1
30 |[Severe 872 |3 0.3 |757 |2 0.3
13 None-Trace |728 |534 [73.4 (611 |586 |95.9 |<0.001
Paravalvular
Leak, 19 [Mild 728 |169 |23.2|611 |23 |3.8
standard Leon
grading - 2016) 13 |Moderate 728 |25 3.4 611 |1 0.2
no./no.
e 14 |Severe 7280 |o |61 |1 |02
14 |NoneTrace |728 |534 [73.4(611 |586 |95.9 (<0.001
14 Mild 728 |131 |18 |611 |20 |3.3
Earakvalvular
eak, Mild-Moderat
expanded Leon 14 o 728 (38 [5.2 (611 |3 0.5
grading - (2016)
no./no. 13 [Moderate 728 (21 2.9 (611 |1 0.2
evaluable
echos (%) 19 |ModerateSel2og |14 105 |611 [0 |0
vere
13 |Severe 728 |0 0 611 |1 0.2
24 |None-Trace [600 (391 |65.2 514 |493 [95.9 [€0.001
Paravalvular
Leak, 24 |Mild 600 [161 |26.8|514 [18 |[3.5
oG Leon oy |\iod 600 |4 42 |oa
grading - A oderate 5 7.5 |51 .
no'/|nob| (2016)
eohos (%) 24 |Severe 600 [3 |05 [514 |1 |02
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1 XX} TAVR SAVR RR|95%
HOHA x TS P vale NS
2 @) | ME =T N |event| % evert] % | (HR CI
24 |None-Trace (600 (391 |65.2 514 |493 [95.9 [€0.001
24 Mild 600 135 [22.5(514 (16 |3.1
Earakvalvular
eak, Mild-Moderat
stagdard Leon 24 o 600 |26 [4.3 |514 |2 0.4
raaing -
nofno. (2016) [o4  [Moderate  |600 [37 |6.2 [514 |1 [0.2
evaluable
echos (%) 20 [ModerateSelgng 18 113 |514 1 |02
24 Severe 600 |3 0.5 |514 |1 0.2

All percentages are Kaplan-Meier estimates at the specific time point and
thus do not equal the number of patients divided by the total number in

the study
group.
TAVI SAVR
. author
Znt X|E 7 2 M A
2t X2 74 Trial @) ) N (Jé?in SD* N (Jé?in Sp*
1 PARTNER 2A (E;%rf;) TF 675 0058 0199 543 -0.002 0.202
FQ8D 1) pagTnER 22 BEOM qr 591 0044 0186 471 0066 0.199
change (2017)
24 PARTNER 2A (E;%rf;‘) TF 527 0027 0187 437 0037 0.203
1 PARTNER 2A (E;%rf;) nonTF 194 -0.021 0226 178 -0.022 0.1555
FQ8D 1) parTNER 22 BEOM onTE 163 0029 02069 153 0.032 01753
change (2017)
24 PARTNER 2A (E;%rf;‘) nonTF 150 0.018 01921 132 -0.001 0.1917
1 PARTNER 24 20" 1t gs9  ap 9238 532 1.0 21182
SF (82017)
physical 12 PARTNER 2A (2%?7“) TF 585 44 8638 470 51 9955
summary Baron
PARTNER 24 U7\ TF 521 33 9316 426 30 10530
1 PARTNER 24 20O 1t gsg 24 11877 532 26 1412
SF (82017)
mental 12 PARTNER 2A (2%?7“) TF 585 33 12340 470 33 12167
summary Baron
PARTNER 24 U7 TF 521 25 12810 426 30 12.6%
1 PARTNER 24 29O [o0TF 190 08 9846 174 20 16152
SF (82017)
physical 12 PARTNER 2A (2%?7“) nonTF 161 39 9711 152 43 9435
summary Baron
PARTNER 24 070 nonTF 147 1.9 9279 132 1.8 9.965
1 PARTNER 24 20O [00TF 100 27 14065 174 1.8 13.460
SF (82017)
mental 12 PARTNER 2A (2%?7“) nonTF 161 1.6 11.653 152 2.2 10.693
summary Baron
24 PARTNER 24 0% nonTF 147 15 11783 132 24 11724
*05% CIZ SD AHAt
o] 7= =7 & AS BAOA AREE TAVRIF SAVRE b ZUX|HUA K95t XI0|7t
xxjo| ZE Soie

7|Efunding S)

Supported by Edwards Lifesciences

1.2. SURTAVI A4 XI2F&
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Trial SURTAVI
1XMXHYE) | Reardon 2017, Durko 2018, Van Mieghem 2020
712 [ NCT no. NCT01586910
mu | AFCRIL | RCT
CEE I EECEGEE )
2EI 87719 7|
oJEx —’Féoﬂ sk #”0l = 42 E_0474X|" 20N A7t 2 YHISHYUES AHEot0]
=0 el TAVISZ} SAVRE| oIt 255 Hlwolr| g
x|t 2012.6.19. - 2016.6.30.
x5 B Severe AS (M with symptom, [J without symptom)
== NYHA 7|15 2% Z3t || 0|42 340| U= Xt
B Intermediate risk group (7|&: STS score 4%-8%)
risk O Low risk group
O 7IEk ( )
1. STS-PROMO]| ME 30Y = AYEO0| 3-15%0/2t1! Heart TeamOi|
olsif Z2E AL
2. Heart Team2 TIYYUX|Z SIAtO| QAR MHO| 7|=5 FARIE At X|
2 M 3 XA St
3. Azfst ASE 1% EAME: &) YA UisY Mo 37|= 7| Y mat
37|12 FoLH <1.0cm® E2 WSY Tt FY index €0.6crr/m AND
Meny|E b) cardiac catheterizationOflA &=SI ZAF 52 Al 24 7|150| H
s o gradient)40mmHg £ Vmax)4dm/sec &2 Doppler velocity
ratio €0.25
4. NYHA Functional Class |l 0|42 HMo|= AzISt AS &HAt
5. O@XRt Xz SjAts DXt st BE HXt = follow-up 2201 T
8 =ol5tc,
6. Oit= XY oA 27 ARl M2t FEo| zst 39§ HMSot7| {loh
HA 2|4 HFS S0 &
o (=]
e 1. WX SAVR 7
8 | agxt 2. M2 HE0| F7|2 UFE= BE M
3. MES AN AEXMXIE T £ S €381 Ex= JENA 2Y, UEls, &
A SOl sl MRS E= 717t U= HEl
4. 853 ZAZ(WBC (1000mr), HAm ZAZS(platelet count (50,000
cells/mf), £ HZE E= SLEN L= SOETIMEH
5. &5y AU ZEket TS0 MES
6. M2 Ex0| Cist 7|2 2t3EEs ZE HH
7. SAHHE 30Y O|LY OjHTH ZLA HASYM E= YR SIH X=E Al
aist AHEZ drug eluting stents AlE O&XAE=E ZZEZ 7|7H LHO)
SAVRE M5 XEE 4= UK 53 HItoHoF &)
8. FALHHY 63 O[LHO| SAN JSU = MESWEs U7, ZSH
i |7 1= Ao 430l Xz Z0| AUUHA Xt
9. Y2 HHIEY, vasopressor Q& = J|AXN A X|X|0f g A0l
N A3
10. 2|2 6702 O] CVA F= Y1pM o5&y ezt
1. 8IXES Yollosle 85y Y &8
12. DXL =8 HE
13. &5 %|0f
14. Syntax ®7h 227 0|40 CHadat #MaEM Het Ee= BSEX %2
A s
15. H|AZEEStn 2ot 7|0 6{HO| 2471 O[LHQ! X}
16. 7IEF O3, AtE|A Ex Al2|X MENO| T2t ZARHO| HQsk= E9
17. 24X Bt ofF 3 Q=7|7| UMAIR0 FO{SH = &t
18. o Al& 30Y M =4 HZ2EMe 3
19. 82+20| HRs Xt
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20. True porcelain aorta(MEEHO0| $&A| Z2EE £ QlTi= A0 52)
21. BHASt ZHS YA

22. 2t 23
23. HESIHY HNM YIS (0% O M52

24, SHEX 42 Ma MS(FEAl &k Y120bpm)

25. Z2EE 7|7k Lo A = AMAE

26. 2t EM = creatinine clearance{20cc/min@! Z7|AE
27. HHA(SBPYSOmmHQ)

28. LHS7|ZHFEV1)750cc 2 SEE 52 2HY MMy mHES
29. Fofd It

o

- CH&$0| 80A| 0|2, CH2& 371 Ol HE
- CHAMO] 8OAM| 0|4, TS5 271 Ol4 HE8
- 2HAHO o=
C QUAMNF(HAE, MEQYMIE)
- MEEXe(20kg/m
- ok2(16kg

- Katz OIAFAHSI-E }I-I_J'\_ =4

oo=oT o

- Albumin{3.5 g/dL
30. Marfan &2z E= Uis™ 2R A E= SK7t ERS 7|E Zx

XIXIQ_I-

[SHE25HE]

31. &7] et HAOIA aortic annulus size {18 mm £ )29mm

32. 7|1&29 QIFZ MY HAU0| EXfct= B2

33. 28 UsY mof Sy A Y 3-4+2 AMF HRE StiSH Of
=04 O:IE)
O 71 TTT,

34. 539 2T T= AT A=

35. 559 SEH IS
36. BN WMy MZYHS

37. ESM E= MSCTH MEU MM E= XEEX| 22 FY

38. aortic annulus size Z|f XS0 Hlof S™lUHSH XE0| E 42

Aortic Annulus Diameter Ascending Aorta Diameter
18 mm - 20 mm > 34 mn
20 mm - 23 mn > 40 mm
23 mm = 29 mn Y 43 mm

rr

39. aortic root 2 W&l X AE MS/AHAL FHIZA| )70° E
MES/UPR FZA| H30°

40. Nz=SOM 20lLl= MFA bicuspid = unicuspid valve verified

41. MFst S 2E U £ Ue HEEH sinus of valsalva

(s

42. 18Fr sheath catheter 0|28t ZASW XZ0| 2718t 4L

it
0
om
rr
[[e)

B 2 (W NS OYRs2 O £24) OF O 7IE ( )
Heart Team unanimously agree on treatment proposal and eligibility
for randomization based on their clinical judgment

it
0

0x

X9 cratIE AEe

o |of

A |4

10

i

2l

o
o

=H YA PIERE @AYl HAYE

TAVR

W Corevale (MA HIZE : )
[ Sapien (MAl HMZE : )

O lotus (MMl HZ : )
B 7|E} Evolut R (AN HZ : )

W 2T, SMICH

W TF O TA M 7|EKsubclavian &2 direct aortic approach) [J NR

TF7t RUEIRACH, iliofemoral anatomy”Zt SQH8sH BXAHEL2 subclavian
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S2 AFPHQ UiEM F20| AEEUCE TAVR HiF St embolic
b

HXZM TAVR O|HO| HAX 43 &2 TAVRL SA0f A=A

OFATII (81-100mg)Zt clopidogrel (75mg)g 0]83t 0%

Aazes Ae T 3HE SO HFYEACE. O 20| 22 L2 0

ALt 2ot

clopidogrelO| indefinite monotherapy2A AL

uu ™

SIH7t RSt 2HE2 = £ antiplatelet monotherapy
N

I‘- —
protection®| AH82 HSEX| ALt FLY e Y SM= +UE=

Y Surgery
Devi O tissue valve (&M HIZE : )
evice
HIZET O 7IEF (&M ®IE )
e 42 189 AE LRI AP USY WY DA Al BUSHANE
MM EMAYH | (coronary revascularization)2 8. = F, IS YL SXE
ekt E|A 81mgQo| OIALZIS OHY Xt
Ak Hop|E 7|Et
1A FHIYOEIH 150-199%2 S7HI|Z1F H|WA| 1.5-1.9HK
37h
FE= =0.3mg/dl 37K=26.4umol/L)
EE 6-12A12F Hi=2F <0.5ml/kg/hour
2CHA: & FOtEl'Y 200-299%Z Z7H7|E1t H|wA| 2.0-2.944
Acute &7h
kidney EE 12-24A2F Hi=2F <0.5m/kg/hour
injury 3T #H F|OtE|Y 300% O|42=2 ZIKZIED H|WA| 34 S71)
TYMUEEY = 24 0.5mg/dId4umol/LEE SZo] S7f5t &d F2{0tEld
»4.0mg/dl (=354umol/L)
EE= 24070 =2 €0.3ml/kg/hour
TE= 120720 01 R
AYUHQHE Bhe 2tXts CH2 7|E0] &2Q10] 3THA R 755,
20 ¥ 3EA AKle MZiet BEgo=2 TiaE
Aortic valve | O|XOf O|AE MOt #2| Ex= WY 2 2F, Uil 2= 2oty
reintervention | = AL SN ZHEHE A&, AN X2 0|0z EM &%, &
CiSamer | XA RZ MR E= slgs, T 2 SYB0| st I 2 7HEH
o =0 Zlgtel X S 2% X EME 7tE
. MU SUma Moty e Y5 U S0t of2t MFsH
dutis Aortic Vave | yiz1 "i01, 201 Al2(0l, SPAMZEST| OJ4), AR 52
8o hospielzation | mrsisi= tisoymar pe szOR olFt blMEY Agioz Hof
== OD2ES0| SN0 o2t Y 4 146k 29E 0iF
[HHAY E= FOIE =Hok= E3|
- X|EXQI E(BARC type 5)
- S0 U, ME U, ot LR 22 39 Ve 28 Fe dE o
s LRE ok MY &8, FEEEFD0| U= 28 W S-(BARC
type 3)
- MY £3E RYcle 58 Fe USRS Fe 280 QS S
B9 MEY
- Hgb =5g/dL Z4 EE= MY L= packed RBC 4units OJAQ] £
. 22 HRE Sl= HHst EF A2l (BARC type 3b
Bleedlng EE’E? b =] =2 ( yp )
=3 o &3
= - Hgb z|l& 3.0g/dL Z4 T= ™M T packed RBC 2-3units
=8, 43 Ex IRl &4, 28X XE7t Qe Hus £8
O|X|2t, ¥HE 2SI LT MO =aicts 7|&ES F5otK 28
[Z0Et &8
-4y Y e UE 28 L MOE Zdcke AR 7IFHX| Y=
AMH onjo| =¥
Fuist SFo| Yol g J|IE & otz Hod
- £8g 2HY| fIEt SXHCR §3TE & M= (BARC type 4)
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AE o= 715
- BEHOIRE 24A17H O[LY 2L
FE= 2= 5 A2 Ol 350 cc
I 2= 5 2A1ZF O|Lf =250 cc
FE= 22 5 3A1ZF Ol Y150 cc

- T2 29 X8 = SHAR)
- BAt 975 B2 29 SH(TAVR)
)

- =ERY FHY A EE(SAVR)
Cardiac
rorati gt 3 Aol ) e = A9 B4, 52 = U, A
perioration | ., > BiLtol Fat
== S — =Zo

a 83

Cardiogenic
shock
HEd &3

M AL OS 7IE & oo 2t 302 o4 X&EHE MEF

SE;

- ZMo| XMX|0= £S5 SBP(80 Y/E= CK1.8 E=,

- SBP )80 %/EE= CIX1.8 |Xlst| T’loH IV SYH /L= IABP
7t me

Coronary | TAVI A& & E= 0| 2Mst= valve prosthesis itselt, the
obstruction | native leaflets, 413|s} EEE EOHOll oIt MBHL B2 =
oSy TS HYSUT HMS LIEHE FHEY E= dE3T
|24 ZAIVARC-2 7|&)
Conduction
disturbance
requiring
permanent | 24 bifascicular block(0[4Q< XIhHel FTXE ZE0|Lt A0l
pacemaker | HAXIE BXIS 2{St American College of Cardiology (ACC) /
implantation | American Heart Association (AHA) / Heart Rhythm Society
AN (HRS) Class | == lla Cardiac Rhythm Abnormalities 2| &X|
AHUEEI| | TIEE XE KPS B5cts oF 7| M= AAHIS] Hof
0]2{0|
gost
T ZoH
[ZE {0z AR
- AR Y HpERe S EESIH BX £ AUste AS 0|
[MEz 23 Ay
Valve Academic Research Consortium(VARC)-2 Mz} Mo|=|0q, Cf
2 71& & otE &Fotk= Ag 9|
- MO ARIOZ AP0, MIZZM, MU, MEMO olg)
- MAESH A, HAMTES, THHE EH%”—W% ofi2ld HEUF E= 7|
Et Tt
& 23t S non-coronary vascular AE{Z QI5H Atef
Mortality | - 25 Al27} BSE 0I0=0| AlU(ES Fe aiZ0| X209 )
A - TR EE HFAN HAY|s Yo b WP fHE 2XES ZEG
QE mob ma AR
- dEAE EE 4 gl A
- ol 23O At
[HME= t*a.i Ard]
AHLQ| FQ Q10| HEstA CH2 Znt B MR, &, X 5)
*D:'“”OMI ST pESHA| Y2 0|RQ AMUe=z SRIZX| 9f= B
2= A9 Hole= AMAEM S AOZ 7hFE 5o, AW
REH H MF 2 220, ¥, ZB)S 71 HAEXME 0 7|X]
12 A0 i Al AHO| RIS AECE ZRE
RH7IE
Strok 02 £ zlA St Ol MZEs A&9 4
troke _ oy =
SMEo| Het, HOtH|(hemiplegia, hemiparesis), A g %2
and TIA o o
wEx7} g O|Xl=
oty R B 27 AM, M0iE(dysphasia, aphasia), SHHE, Lty
=-o SUYE
E‘IEE’%”“ =Hlo, o B _
- 1 9 HESH YRlote OE HEeN 3 Ex= HE

—
yu—
- HES: 24M2 019 =4 E= T MFSH 2
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complicatio ol VIEEE MBS SE2M BIK[5IE
I 2 =ol BE MY 2y 2
- TNl HA B9 HE MY 2y
[Zojst go sas
- H2 B9 Eb HDI MR BB ANER|, A, M3, LY 5
U, JYSUE, 85, ZLSHTA AL 50| AY, 4Y I
e OY S, WY 5, NZNOIK 00XIX %S
- 9le M0 MMEHS Y HMFNSE XBEH, FH T v}
ox NS ZBfoIR 9IS
- 7o BE HYZQ 7152 0K Q2 BE ABEX ¥t o
ABIE E= Q2py BN
- B B4 T BB R0 LoN(Ra, 2SI RE Y, JHHE
IR MTs, AHIE 0142 Sd)
e TAVR SVAR
A32[Y=(enroll) 1,746
randomised 1,746 879 867
o7 | CHALRIS *2/N2 23K 1,660 864 796
P EMOAX 1,660 864 796
EE 4.93% 1.71% 8.19%
a8 (29) 1674 B(10.93%) | 837 B(4.78%) | 737 B(14.99%)
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CH& &t
EM
= O

~ e e NYHA (N
25 [z | N %%g‘a" E;Z)* sts | s [ V| ces o P
(SD) (SD) (%) (%) (%) maker(%)
709 | 48 | 44 | 19 | 42 8 | 18 1% &
TAR| 8% | 6o | 6769 | 5 | 78 | &8 68 | (60 @3 @)
Reardon
2017 797 433 45 116 a1 52 137 169 7
SWVRI 6| 6y | 0 | (8 | ) | 616 65 | 172 @2 | Q0
7 Rielet
serum OkxS:
2 | M | oM o H smke TA 3'5?;%' D M OF s A
%) 2 (%) (% (%) (“)_6) %) (%) (%) (%) (%)
(%)
TAVR 2% 14 01 57 58 266 1 125 824 275 243
Reardon @0 (6. @7 66 6. (09 €26 . (145 . (64 G18 . (281
N7 | g | 27 T T 5 4 28 51 N1 K@ %0 2N
@9 QN @I (72 69 N9 ©D (139 @66 G4 | 265

FARISIE AT SRt A= E HAZ dE mITT (modified intention-to-treat)2 241
STS, Society of Thoracic Surgeons score; LES, Logistic EuroScore I; NYHA, New York Heart; CABG, coronary-artery
bypass grafting; PCl, percutaneous coronary intervention; AVR, aortic-valve; CAD, coronary artery disease; PVD,
peripheral vascular disease; AF, atrial fibrillation; MI, myocardial infarction; COPD, chronic obstructive pulmonary

disease.

Fneurological event, §AFS} atrial flutterS Il CHAKG

WYFERIE 7|7} 2

oLT a2 -

[

ny
X

1) O|2% B
- ZE Xt ¥ 2%} A= FXRIGE A
(modified intention—to-treat)2 £A1=l

x| 3K

=

tot A|EE BXI2 A mITT

18X} TAVR SAVR P |RR

ZAEH A x~

ZujtHa (e1E) AIE N [event[ % N [event[ % | value |(HR) 95% CI |S/NS
Procedure-related outcomes

Life-threatenin ~0.1
g or major Reardon(2017) | 30 | 864 12.2] 796 9.3] NR NR 10 5.9
bleeding .
Transfusion of red cells

0 units Reardon(2017) | 30 | 864 | 756|87.5] 796 | 469|58.9 NR NR| 24 b 35
1 units Reardon(2017) | 30 | 864 | 29| 3.4| 796 | 90 |11.3] NR NR| -boH
2 to 4 units Reardon(2017) | 30 | 864 | 48| 5.6| 796 | 136/ 17.1 NR NR|-¥bo-&
Y4 units Reardon(2017) | 30 | 864 | 31| 3.6| 796 | 101|12.7] NR NR | -7 o6
ate kdey 0y | e oo17) | a0 | sea | 15| 17| 796 | 35| 44| NR | NR|-4b-0
stage 2 or 3

Coronary-artery | ¢ 4no017) | 202 | 864 | 2 | 02| 796 | 0 | 00| NR | NR|-@bos
obstruction

Major vascular | o v o017) | 202 | s6a | 52| 60| 796 | 9 | 1.1] NR | NR|32067
complication

Cardiac perforation | Reardon(2017) | 302 | 864 | 15| 1.7/ 796 | 7 | 0.9] NR | NR|-®2b20
Cardiogenic shock | Reardon(2017) | 302 | 864 | 9 | 1.1| 796 | 30| 3.8| NR | NR|-2b-1
. . Reardon(2017) | 30 | 864 | 224|25.9 796 | 53| 6.6| NR NR| b2/
implantation

Atrial fibrillation | Reardon(2017) | 302 | 864 | 111]12.9] 796 | 345|43.4 NR NR | 3V o8t




1 XX}

TAVR

SAVR

s @) | M T\ Toven] % | N Jovend % | value (R 95% C!

Primary end point (2-year outcomes by interim Bayesian)
Reardon (2017) | 302 | 864 | 24| 2.8| 796 | 31| 3.9] NR NR|-BoW
Acause morgiy | Reaon ©017) | 127481 | 864 | 70| 8.1] 796 | 70| 8.8] NR | NR| B2
or disabling stroke Van
Mieghem | 2474 | 864 | 10912.60 796 | 111|140, NR |-1.4Rb0ZB
(2020)
Reardon (2017) | 30 | 864 | 19| 2.2| 796 | 14| 1.7| NR NR| Db 1B
Reardon (2017) | 12742 | 864 | 58| 6.7| 796 | 54| 6.8| NR NR| Z o2
Alcause mortality Van
Mieghem [ 2474 | 864 | 99| 11.4{ 796 | 921160 NR |-0.2 -Bb33
(2020)
Reardon (2017) | 30 | 864 | 17| 2.0] 796 | 14| 1.7| NR NR|-0Db 16
Reardon (2017) [ 1274 | 864 | 41| 4.8] 796 | 44| 5.5 NR NR|-Db 1B
Deatlh - Van
Cardiovascular| . hem | 20w | 864 | 67]7.7) 796 | 64| 80| NR |03 BoB
(2020)
Reardon (2017)| 302 | 864 | 1 [ 0.1/ 796 | 1 | 0.1 NR | NR|Bbo(®B
Reardon (2017) | 12742 | 864 | 1 | 0.1 796 | 2 | 0.3] NR | NR|-Fb(®B
Death - Van
Valve-related | -\ hem |2mi@ | 864 | 2 | 02| 796 | 3 | 0.4 MR |-07-®o®
(2020)

. Reardon (2017) | 30 | 864 8 10.9| 796 2 10.2] NR NR| b ¥
Aorticvalve e o) [ 127k | 864 | 18] 2.1] 796 | 4 | 0.5] NR | NR| b2
reintervention o en 0017 | 242 | 864 | 24| 2.8| 796 | 6| 0.7] NR | 21|03

Reardon 2017) | 302 | 864 | 39| 4.5| 796 | 52| 6.5 NR NR| Qb3
Al stroke and TIA | Reardon (2017) | 12742 | 864 | 71| 8.2| 796 | 69| 8.6| NR NR| 3 b4
Reardon (2017) | 24742 | 864 | 86(10.0 796 | 88[11.00 NR |[-1.0Lb2
Reardon (2017) | 302 | 864 | 29| 3.4| 796 | 45| 5.6| NR NR| @R
Reardon 2017) | 1274 | 864 | 47| 5.4| 796 | 55| 6.9| NR NR|-Do®
All stroke Van
Mieghem | 2474 | 864 | 54| 6.2] 796 | 67| 8.4 NR |-2.3 Do
(2020))
Reardon (2017) | 30 | 864 | 10| 1.2| 796 | 20| 2.5| NR NR|-Bo0l
Reardon (2017) | 1274 | 864 | 19| 2.2| 796 | 29| 3.6| NR NR| 3o
Disabling stroke Van
Mieghem | 2474 | 864 | 23| 2.6] 796 | 36| 4.5 NR |[-1.9-Dod
(2020)
Reardon (2017) | 864 | 19|2.2| 796 | 25| 3.1] NR NR|-H50o®

. . Reardon (2017) [ 1274 | 864 | 32| 3.7| 796 | 31| 3.9] NR NR| 201/
Nondisabling Van
stroke Mieghem | 24742 | 864 | 38| 4.4 796 | 37| 4.7| NR -0.3Bb19

(2020)
Reardon (2017) | 30 | 864 | 13| 1.5] 796 9111 NR NR| Vb 1B
Reardon (2017) | 12742 | 864 | 28| 3.2| 796 | 16| 2.0| NR NR| %8B
TIA Van
Mieghem | 244 | 864 | 37| 4.3| 796 | 25| 3.1 NR | 1.2|{Bb3
(2020)
Reardon (2017) | 30 | 864 8 10.9| 796 81 1.0/ NR NR|-Db®
Myocardial Reardon (2017) | 1274 | 864 | 17| 2.0| 796 | 13| 1.6| NR NR| Db 18
infarction Van
Mieghem | 2474 | 864 | 24| 2.8| 796 | 18| 2.2] NR | 0.6|-11bvZ4
(2020)

. Reardon (2017) | 30 | 864 | 25| 2.9| 796 | 33| 4.2| NR NR| 31 b®
Hospalzation for e o0 1271 | 864 | 73| 8.5 796 | 60| 7.6] NR | NR| 980®
aortic-valve- Van
related disease ) 240424 | 864 | 1141132 796 | 771 9.7| NR | 35/Q1 b7

Mieghem
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TAVR SAVR
ek (@S Al N |event| % N |event| % vaTue (E'E) 95% CI SN
(2020)
Reardon (2017) | 302 | 864 | 49| 5.7| 796 | 59| 7.4| NR | NR|-Do¥
Reardon (2017) | 1274& | 864 | 114/ 132 796 | 102]12.80 NR | NR|D0F
MACCE Van
Mieghem | 2474 | 864 | 161|186 796 | 148|186 NR | 0.0| Ro®
(2020)
Primary end point (2-year outcomes by Final Kaplan—Meier)
_ Van 0 | 864 | 24| 28| 796 | 30| 3.8 -1.0-27.07
g?gngmﬁz Mieghem | 127§ | 864 | 67| 7.8] 796 | 67| 85 -0.8 34,1.9
(2020) | 2474 | 864 12.7] 796 12.6 0.0|-3435
Van 02 | 864 | 18] 21] 796 | 13] 16 0.4]-09,17
Alrcause mordity | Mieghem [ 127128 [ 864 | 56 6.5] 796 | 52 6.7 -0.11-2.62.3
(2020) 2404 | 864 11.5 796 10.5 1.0 2243
Van 02 | 864 | 17| 2.0/ 796 | 13| 1.6 0.3]-1.0,16
Death - Mieghem | 12712 | 864 | 40| 4.7 796 | 41] 53 20.6 2716
Cardiovascular| =, 0 [0 | 864 7.8| 796 7.1 0.7|-2135
Van 02 [ 864 | 000|798 0] 00 0.0/ 0.0.0.0
Death - Mieghem | 127#& | 864 | 0 | 0.0] 796 | 1| 0.1 ~0.1-04,0.1
Valve-related | =, 2w | sea 0.0| 796 0.1 -0.1-0402
_ Van 02 |84 | 7]08] 796 1] 01 0.7/ 0.0,1.3
Aortic-valve |\ e [1271 | 864 | 17| 2.0] 796 | 4 | 05 150426
reintervention | o000 |24 | 864 2.4 796 0.5 1.9]0.63.2
Van 0% | 864 | 38| 4.4| 796 | 50| 6.3 -1.9-4.103
Al stoke and TIA| Mieghem [12712 | 864 | 68| 8.0| 796 | 67| 8.6 -0.6 -332.2
(2020) | 24742 | 864 9.5 796 11.2 -1.7-51,16
Van 0Y | 864 | 28| 3.3| 796 | 43| 5.4| 0.031 | -2.2 42-02
All stroke Mieghem | 127124 | 864 | 44| 5.2| 796 | 54| 6.9] 0.136 | -1.7 -4.1,0.7
(20200 | 24742 | 864 6.0| 796 8.5 -2.9-54,03
Van 02 | 864 | 10| 1.2| 796 | 19| 2.4| 0.058 | -1.2 -2.50.1
Disabling stroke | Mieghem 127124 | 864 | 18| 2.1 796 | 26| 3.3] 0.129 | -1.7 2804
(20200 | 2474 | 864 2.2| 796 3.9 -1.7-3602
o Van 02 | 864 | 18] 2.1] 796 | 24 3.0{ 0.230 | -0.9 25,06
Nondisabling | e [1271 [ 864 | 26| 3.1] 796 | 28] 3.6] 0.548 | 0.5 23,13
stroke (020) |29k | e64 3.9 79 46 20712915
Van 0 | 864 | 12| 1.4 796 | 8 | 1.0| 0.474 | 0.4|-07,14
TIA Mieghem | 127124 | 864 | 26| 3.1| 796 | 14| 1.8] 0.104 | 1.3|-0.3.28
(20200 | 24742 | 864 3.9| 796 3.2 0.7]-1327
_ Van 02 (864 | 7|08/ 79 | 7|09 -0.1-1.00.8
Myocardial . -
infarction Mieghem 12712 | 864 | 16| 1.9] 796 | 11| 1.4 0.5/-0818
(20200 | 24742 | 864 2.7| 796 2.2 0.5]-1.222
Hospitalization for Van 02 | 864 | 24] 28] 796 | 32] 4.1 -1.3-3.1,05
aortic-valve— | Mieghem [127H2 [ 864 | 72| 8.6] 796 | 57 7.4 1.1]-1638
related disease |  (2020) | 2474 | 864 12.8 796 95 3.3|-0.16.7
Van 0 | 864 | 49| 57| 796 | 58] 7.3 -1.8-4.008
MACCE Mieghem | 127§ | 864 | 112| 13.0] 796 | 102 13.0 0.0|-3233
(20200 ogpe | 864 18.5 796 18.2 0.4]| 3744
Clinical Outcomes at 2years for Early and Late Enrollers (Kaplan-Meier estimates as percentage)
Early Enrollers
Alcause martalty !\/Iig/g&]k?em 204 | 445 | 66 |14.8 385 | 57 |14.8
or disabling stroke (2020)
Van
Alcause mortdlity | Mieghem | 24718 | 445 | 58 [13.0] 385 | 48 [12.5
(2020)
Disabling stroke Mi:;Qem owhg | 445 | 14| 32| 385 | 17| 45
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X%} TAVR SAVR P |RR
4TI A 4
s @5 | M o % TN levend o | value |(Hiy| 95% C1 SN
(2020)
Late Enrollers
: Van
Arcause morlty | e | o | 392 | a2 108 352 | 40 (118
or disabling stroke (2020)
Van
Alcause mortalty | Mieghem | 24712 | 392 | 40| 10.3[ 352 | 32| 9.1
(2020)
Van
Disabling stroke | Mieghem | 2474& | 392 | 5 | 1.3]| 352 | 13| 3.7
(2020)
Durko |
Encephalopathy (2018) 30Y | 864 1.6] 796 7.8(¢0.001
Encephalopathy (ngquo) 1274 | 864 3.0| 796 8.8((0.001
2) GIE Hg
X TAVR SAVR * =
zapas | ) wapypol |PoValu) 5% S/
= N |Mean| SD | N |Mean|SD| Mean | SD
procedure | Reardon
time (min)| (2017) 864 | 52.3|32.7| 796 [203.7{69.1 NR NR NR NR
KCCQ
Van
KCCQ |[Mieghem |baseline| NR | 60 | NR | NR | 59.9 | NR| NR NR NR NR
(2020)
Van
KCCQ |[Mieghem| 30¥ NR |78.4] NR | NR | 66.1 | NR| NR NR NR NR
(2020)
Van
KCCQ [Mieghem| 127§#& | NR [81.2| NR | NR | 81.0 | NR| NR NR NR NR
(2020)
Van
KCCQ [Mieghem| 2474& | NR [79.8| NR | NR | 79.4 | NR| NR NR NR NR
(2020)
KCCQ
ukci=s Van
(change |Mieghem| 30 NR |18.4 1228 | NR | 5.9 [27.0 NR NR | €0.01 NR
from (2020)
baseline)
KCCQ
U2 | Roard
(change | 229N | 674 | NR [21.8]22.3| NR | 213 (223 NR |NR| NR | NR
(2017)
from
baseline)
KCCQ
H3|=F Van
(change |Mieghem| 127H8 | NR [20.6 [22.3 | NR | 20.5 |22.2 NR NR | 0.88 NR
from (2020)
baseline)
KCCQ
H3|=F Van
(change |Mieghem| 24748 | NR [18.9[21.2| NR | 18.6 |22.9 NR NR | 0.85 NR
from (2020)
baseline)
SF-36
SF-36
M 0.74
(change | eardon | aouey | 753 1739|194 | 659 | 5.56 |'9%4 NR | NR| NR | to
(2017) 7 9
from 2.94
baseline)
SF-36 physical summary scores with early stroke
SF-36 Durko )
ohysical (2018) baseline| 28 |36.4| 9.2 | 43 | 37.0 | 9.7 0.793
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SF-36 Durko ol
physical (2018) 30 28 [39.7111.3| 43 | 33.2 |85 0.016
SF-36 Durko o
physical | (2018) 374 | 28 |40.6(12.1| 43 | 38.8 |12.1 0.603
SF-36 Durko o
physical (2018) 671 28 |42.4|11.4| 43 | 41.6 |12.0 0.816
SF-36 Durko o
physical (2018) 1270 | 28 |40.8(10.6| 43 | 39.0 |10.7 0.544
Durko ol _
(2018) 30 28 | 43 43 2.6 0.014
SF-36 Durk
physical urko The
SAster (2018) M | 28 | 6.5 43 | 3.4 0.318
(change Durko
o
fom | (2018 | OME | 28 | 74 43 | 5.4 0.485
baseline) Durk
urko o
(2018) 1270 | 28 | 5.6 43 | 3.0 0.402
SF-36 physical summary scores without early stroke
SF-36 Durko .
physical (2018) baseline| 836 | 36.6 | 9.8 | 753 | 36.8 | 9.7 0.697
SF-36 Durko ol
physical (2018) 302 | 836|425 9.9 | 753 | 36.2 | 9.1 <0.001
SF-36 Durko o
physical | (2018) 3H& | 836 [44.0| 9.7 | 753 | 42.6 | 9.7 0.007
SF-36 Durko o
physical | (2018) 67112 | 836 |43.0| 9.9 | 753 | 43.6 [10.1 0.268
SF-36 Durko o
physical (2018) 1274& | 836 |42.2(10.3 | 753 | 42.6 |10.3 0.434
Durko ol _
SF-36 (2018) 30 | 836 |58 753 1.0 <0.001
physical | Durko o
bi5i2 (2018) 3ME | 836 | 7.4 753 | 5.7 0.002
(change [ purko
o
bfrolr_n) (2018) 6712 | 836 | 6.3 753 | 6.4 0.927
aseline
Durko o
(2018) 1270 | 836 | 5.2 753 | 5.4 0.723
SF-36 mental summary scores with early stroke
SF-36 Durko )
mental (2018) baseline| 28 |51.8|14.3| 43 | 48.0 |12.0 0.234
SF-36 Durko ol
mental (2018) 30 28 |44.0|13.9| 43 | 43.9 |16.0 0.990
SF-36 Durko o
mental (2018) 37hE 28 149.8|12.1| 43 | 50.6 |13.4 0.827
SF-36 Durko o
mental (2018) 6748 | 28 |51.0(10.7| 43 | 51.0 |12.0 »0.999
SF-36 Durko o
mental (2018) 12708 | 28 |52.4(12.7| 43 | 50.7 |14.9 0.664
Durko | 3001 | 28 |-7.5 43 | -4 0.469
(2018)
SF-36 Durko
mental ik 2 -2. 4 2.4 2
el (2018) 374 8 6 3 0.269
(change | Durko R 4 7 22
from (2018) 671 8 3 3| 3. 0.226
baseline) | purko
21
(2018) 1270 | 28 | 1.8 43 | 2.9 0.755
SF-36 mental summary scores without early stroke
SF-36 Durko )
mental (2018) baseline| 836 [49.9|11.4| 753 | 49.2 |11.7 0.211
SF-36 Durko |
mental (2018) 302 | 836 |53.0|10.4| 753 | 49.0 [12.3 <0.001
SF-36 Durko o
mental (2018) 374 | 836 |54.6| 9.6 | 753 | 54.0 |10.0 0.265
SF-36 Durko .
mental (2018) 670 | 836 |53.8| 9.6 | 753 | 53.0 {10.0 0.138
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SF-36 Durko

2
mental (2018) 12742 | 836 |53.9| 9.5 | 753 | 563.6 | 9.4 0.610
(ngqké 302 | 836 | 2.9 753 | -0.4 (0.001
SF-36
mental Durko B
st (2018) 30Y | 836 | 4.8 753 | 4.7 0.883
(change
from (ngquo) 67 | 836 | 4.0 753 | 3.6 0.519
baseline)
burko | 125 | 836 | 4.0 753 | 4.2 0.778
(2018) = : - .
EQ-5D
EQ-5D
sl Reardon -0.01
(change 3748 | 776 |0.06|0.18 | 680 | 0.05 [0.18 NR |NR| NR | to
(2017)
from 0.03
baseline)
6-Min Walk Test
6-Min
walk v
test Hap2|, VA"
(change Mieghem | 30¥ 709 |356.4| NR | 528 [-14.4| NR| NR NR | €0.01 NR
(2020)
from
baseline)
6-Min
walk Van
[SET:
te(ithatf;f’ Mieghem | 127H% | 627 [37.1| NR | 501 | 17.8 | NR| NR | NR | <0.01 | NR
(2020)
from
baseline)
6-Min
walk v
test 31 van o
(change M(lzeggg)m 24704 | 522 | 26.5| NR | 429 | 11.7 | NR| NR NR | 0.04 NR
from
baseline)
Echocardiographic Findings
aortic Van
gfé\i/:m Mieghem ?f;s: 856 [47.0| NR | 788 | 47.7 |[NR| NR |NR| NR | NR
(2020)
(mmHg)
aortic Van .
g,vaadlivfm Mieghem |0 34 | 8.8 | NR | 725 | 12.4 | NR| NR |[NR| NR | NR
2020)
(mmHg) (
aortic
valve Reardon .
gradient (2017) 6/ | 727|183 |39 613 | 11.1 |[47] NR NR NR NR
(mmHg)
aortic Van
valve )
; Mieghem 14 717 | 83 | NR | 600 | 11.6 | NR| NR NR NR NR
gradient (2020)
(mmHg)
aortic Van
g,vaa(;ivfm Mieghem| 23 [642 |82 | NR | 531|116 |[NR| NR |NR| NR | NR
(2020)
(mmHg)
effective Van
Va?fert':r_ea Mieghem ?isee 790 [0.78| NR | 728 | 0.77 |[NR| NR |NR| NR | NR
2020)
) | ¢
effective Van
erortie” | Mieghem d'Sc:arg 769 | 21 | NR 547 | 1.8 |[NR| NR |NR| NR | NR
2020)
(cm?) (
effective Reardon
aortic— 6/ | 67322 | 06 |568 | 1.8 |0.6] NR NR NR NR
valve area (2017)
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(cm?)

effective Van

aortic™ | \rieghem| 13 | 658 | 2.1 | NR |542 | 1.8 [NR| NR |NR| NR | NR

va IE/Cem%rea (2020)

effective Van

aortic™ |\ rieghem| 23 | 573 | 2.2 | NR |469 | 1.8 |[NR| NR |NR| NR | NR

va IE::em%rea (2020)

3) 7IEt - EFY ZUXE S (RSt B2 HAl, 22302 HX)
XXt TAVR SAVR

RR [95%

i AH HE P \d.g| S/NS
AR | oy AR EF Iy loe] % | N Jowert] % | " |(HR)| ClI /
Echocardiographic findings
residual Moderate 2.8
7
paravalvular R(‘;%rf%” 12;' or 580 | 31| 5.3/ 488 | 3| 0.6) NR | NR | to
regurgitation = Severe 6.8

Total aortic regurgitation

Total aortic none | 855 | 144 17.3 784 | 127/ 16.2 NR | NR | NR
regurgitation
Total aortic trace | 855 | 340 39.8 784 | 303 38.6 NR | NR | NR
regurgitation
Total aortic

o mild 855 | 347 40.0| 784 | 330|42.1 NR | NR | NR
regurgitation
Reardon | base

Total aortic | “(5317) | ine | moderate | 855 | 25 2.9| 784 | 23| 29| NR | NR | NR
regurgitation

Total aortic

- severe 855 O 01[784] 1|01 NR | NR|NR
regurgitation

Total aortic Moderate
aort or 855 | 25| 2.9 784 | 24| 3.1] NR | NR | NR
regurgitation
Severe
Total aortic none | 832 | 207 24.9 707 | 480/ 67.9 NR | NR | NR
regurgitation
Total aortic trace | 832 | 29735.7 707 | 174 24.6 NR | NR | NR
regurgitation
Total aortic

o mild 832 | 299359 707 | 48| 6.8/ NR | NR | NR
regurgitation | Reardon

Total aortic | (2017) | &Y

" moderate | 832 | 27| 3.2 707 | 5 | 0.7] NR | NR | NR
regurgitation

Total aortic

- severe 832 21021707 0] 0.0 NR | NR | NR
regurgitation

Total aortic Moderate
aor or 832 | 29/ 35707 | 5| 07| NR | NR | NR
regurgitation
Severe
Total aortic none | 744 | 21428.8 612 | 411/67.2 NR | NR | NR
regurgitation
Total aortic trace | 744 | 23§31.7 612 | 146/ 23.9 NR | NR | NR
regurgitation
Total aortic

requraitation mild 744 | 258 34.7) 612 | 49| 8.0] NR | NR | NR
gurg Reardon | 67H

Total aortic | "5017) | & | moderate | 744 | 35| 47| 612| 5| 0.8| NR | NR | NR
regurgitation

Total aortic

" severe 744 110.1]612| 1| 0.2] NR | NR | NR
regurgitation

Total aorti Moderate
otal aortic or 744 | 36| 48| 612| 6| 1.0/ NR | NR | NR
regurgitation

Severe

Total aortic none | 599 | 196 32.7| 506 | 336/ 66.4 NR | NR | NR
regurgitation

;"Lar' i‘;:(')cn Reardon trace | 599 | 170 28.4/ 506 | 119/23.5 NR | NR | NR
Tgt lg o @o17) | 1d

otal aortic mild | 599 | 20133.6/ 506 | 47| 9.3| NR | NR | NR
regurgitation

Total aortic moderate | 599 | 32| 5.3| 506 | 4 | 0.8 NR | NR | NR
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15X}t TAVR SAVR RR |95%
247 EA Al ~ HX n\de S NS
2 | o) [MB] BRI eed % | N oo % |42 HR)| o1
regurgitation
;thr'gi;’;t; severe | 599 | 0] 0.0/506| 0| 0.0| NR | NR | NR
) Moderate
;Otjr' ig:c'; or | 599 | 32| 53|506| 4|08/ NR|NR|NR
gurg Severe
;thr'gi;’;t; none | 299 | 92/30.8 244 | 159 65.2 NR | NR | NR
rTethr'giZ:fn trace | 299 | 86|28.8 244 | 60|24.6/ NR | NR | NR
;Zf:gig:(‘fn Feardon mild | 209 | 10434.8 244 | 22| 9.0/ NR | NR | NR
i ]
;thr'gi‘a’:; @07 | 28 | erate | 209 | 16| 5.4] 244| 2 | 08| NR | NR | NR
;Zf:gig:{'fn severe | 299 | 1| 03|244| 1] 04| NR|NR|NR
Total aortic Moderate
o oo or 299 | 17| 5.7/ 244 | 3| 1.2] NR | NR | NR
9urg Severe
”O”ee/"ac 831 | 504 707 925 NR | NR | NR
Van
N mild | 831 35.9 707 6.8| NR | NR | NR
Total .aorfnc leghe 302
regurgitation (2{);0) moderate | 831 3.2| 707 07| NR | NR | NR
severe 831 0.2| 707 0.0 NR | NR | NR
”O”ee/"ac 722 60.8 605 911 NR | NR | NR
Van
Total aortic | Mieghe | | mid | 722 34.1| 605 83| NR | NR | NR
regurgitation m =
2020) moderate | 722 5.1| 605 0.7 NR | NR | NR
severe | 722 0.0| 605 0.0| NR | NR | NR
”O”ee/"ac 643 65.6| 533 93.1] NR | NR | NR
Van
Total aortic | Mieghe | ., | mid | 643 30.0| 533 6.2| NR | NR | NR
regurgitation m =
(2020) moderate | 643 4.2| 533 0.6/ NR | NR | NR
severe 643 0.2] 533 0.2| NR | NR | NR
Paravalvular regurgitation
rzzrjrvsi'tg‘:if; R(';%qd;’)” none | 820 | 21726.5 675 | 571/ 84.60 NR | NR | NR | NR
rF;agrer;i't;‘:i‘g; R(‘;%qd%” trace | 820 | 29936.5 675| 73[10.8 NR | NR | NR | NR
rF;agrer;i't;‘:i‘s; R(‘;%qd%” mild | 820 | 27633.7/ 675 | 29| 43| NR | NR | NR | NR
B¢
rF;agrer;i't;‘:i‘s; R(‘;%qd%” | oderate | 820 | 27| 33| 675| 2 | 03| NR | NR | NR | NR
rzagrjg't;‘i‘; Ré%qd%” severe | 820 | 1/ 0.1|675] 0| 0| NR| NR | NR| NR
Moderate
rzarjrvai't;‘i‘j; R(‘;%qd%” or 820 | 28| 3.4/ 675| 2| 0.3] NR | NR | NR | NR
gurg Severe
rzzrjrvga:ltva:ls; R(‘;%qd%” none | 721 | 24134.3 585 | 504/ 86.2l NR | NR | NR | NR
67H
rzzrjrvsi'tg‘:if; R(';%qd;’)” @ | tace | 721|20027.7585| 49| 8.4| NR | NR | NR | NR
Paravalvular | Reardon mild 721 | 242 33.6/ 585 | 28| 4.8] NR | NR | NR | NR
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15X}t TAVR SAVR RR |95%
Zapes: NE | EE Pde S/NS
M ) [MB] BT N aed % | N oot % |42 HR)| o1
regurgitation | (2017)
rzzrjg't;‘i'g; Ré%qd%” moderate | 721 | 31| 4.3/ 585| 3| 05| NR | NR | NR | NR
rzzrjrvgai't?t‘i's; R(‘;%qd%” severe | 721 | 1/ 0.1]585| 1| 02| NR| NR | NR | NR
Moderate
riarjrvﬁ'é‘:i'g; R(‘qud%” or 721 | 32| 44| 585| 4| 07| NR | NR | NR | NR
gurg Severe
rzzrjg‘i't;‘i'j; Ré%qd;’)” none | 580 | 229 39.5 488 | 414/ 84.8 NR | NR | NR | NR
Paravalvular | Reardon a
roqurgitation | (2017) trace | 580 | 13523.3 488 | 44| 9 | NR | NR | NR | NR
Paravalvular | Reardon ) d
roqurgitation | (2017) mild | 580 | 18931.9 488 | 27| 55| NR | NR | NR | NR
Paravalvular | Reardon e
regurgitation | (2017) moderate | 580 | 31| 5.31488| 3 | 0.6/ NR | NR | NR | NR
rzzrjg‘i't;‘i'g; Ré%qd;’)” severe | 580 | 0| 0 |488| 0| 0| NR|NR|NR| NR
Paravalvular | Reardon Moderate
roqurgitation | (2017) or 580 | 31| 5.3|488| 3| 0.6/ NR | NR | NR | NR
Severe
Paravalvular | Reardon
roqurgitation | (2017) none | 287 | 11038.3 223 | 190/ 85.2] NR | NR | NR | NR
Paravalvular | Reardon
roqurgitation | (2017) trace | 287 | 69| 24|223| 20| 9| NR | NR | NR | NR
Paravalvular | Reardon )
roqurgitation | (2017) mild | 287 | 9432.8223| 13| 5.8| NR | NR | NR | NR
24
rzzrjg't;‘i'j; Ré%qd;’)” moderate | 287 | 13| 45[223| 0| 0| NR | NR | NR | NR
rzzrjg't;‘i'g; Ré%qd;’)” severe | 287 | 1] 03|223] 0| 0| NR | NR | NR| NR
Moderate
riarjrvﬁ'é‘:i'g; R(‘;%qd%” or 287 | 14/ 49/ 223| 0| 0| NR|NR|NR|NR
gurg Severe
All-cause
mortality
by need for R(’Zgrf%” 72Hii NR | NRl NR| NR | NR| NR|[0.32| NR | NR | NR
pacemaker =
implantation
Noninferiorit
Margym of Ré%qd;’)” 7ﬁ;ﬂ NR | NR NR| NR | NR| NR| NR | NR | NR | NR
TAVR
. 52
Primary Reardon | 24
272 | 34|12.6 241 | 34| 14.0 NR | NR | to | NR
o
Outcome (2017) | Hg 23
38
Ziithcatz? R(‘;%rf%” inJ 280 | 32| 11.4 249| 29]11.6 NR | NR | to | NR
= 3.3
Disabling | Reardon | 24 272 | 7| 26| 241| 11| 45| NR | NR 7?50 NR
e . _
stroke (2017) (E=! 0.1
NYHA Class
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KXol &

15X}t TAVR SAVR RR |95%
Eojn 1S Al= Hx P\de S/NS
2% | o) | MB] BRI el % [ N loen] % | 28R C1 Y
NYHA | 1 860 | 3] 03|789| 6| 0.8/ NR | NR | NR | NR
NYHA I Van 2 860 | 344 40.0, 789 | 325[41.2 NR | NR | NR | NR
Mieghe | base
m line
NYHA I (2020) 3 860 | 47( 54.7| 789 | 4231 53.60 NR | NR | NR | NR
NYHA vV 4 860 | 43| 5.0| 789 | 35| 4.4 NR | NR | NR | NR
NYHA | 1 822 | 527 63.5| 708 | 374/ 52.8 NR | NR | NR | NR
NYHA I Van 2 822 | 25430.7| 708 | 258 36.4 NR | NR | NR | NR
Mieghe
30¢
m
NYHA I (2020) 3 822 | 46| 5.6| 708 | 68| 9.6/ NR | NR | NR | NR
NYHA v 4 822 2102[708] 8| 1.1 NR| NR | NR | NR
NYHA | 1 735 71.2| 608 70.10 NR | NR | NR | NR
Van
NYHA I 2 735 24.2| 608 255 NR | NR | NR | NR
Mieghe
14
m
NYHA I (2020) 3 735 4.2| 608 43| NR | NR | NR | NR
NYHA vV 4 735 0.4| 608 0.2] NR | NR | NR | NR
NYHA | 1 660 64.7| 551 62.60 NR | NR | NR | NR
NYHA I Van 2 660 31.4] 551 31.4 NR | NR | NR | NR
Mieghe o
m
NYHA Il | (2020) 3 660 3.5| 551 56| NR | NR | NR | NR
NYHA vV 4 660 0.5] 551 0.4 NR | NR | NR | NR
=M T2 IOl A AlLESE ZE
S iU HZES KON =01 H| ot H|ESSt x|

Q_H_]

on, 017 Van Mieghem, 2020)

745+ %l'tﬁx0| [Hl:ll:lo XIH

)\l_lo—|—| T & éj(—
EZSU Y RV ME T HHH LUER TAVR 20 6 22 A2 =0

I5H(Durko, 2018)

|0 YSIRA2D, Z7| &

7|EHfunding )

7|E} EAFEY
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2. HEE Gt

2.1. PARTNER 2A 9+ HIZE =Wt

TrialH 1XXl, EHAE o7}X} oK
Leon, 2016
= 2020.08.19.
PARTNER 2A (Z8lD) Baron, 2017
2020.08.20.
Makkar, 2020
Domain Risk of bias Description
gue “Patients were randomly assigned with the use
Sxte| BN A Do of a computer*qenerat.etlj s.chem.e, blocked
_ separately at each participating site and for
m =2 ) )
each of the trial cohorts.
ORS
=N 20 O=2 B aA 2 R0 Cist A 71 &IEX| LS
H ==
| )
S712I0|| THEH 122 SI91O Lt =7}210| ZIKAI &
RO, QTR it =Y 08 =10 el 9SG el S
j = HEF)0 Y2 OIXX| Y2 A= HHE
O=s
=7120]| thst AZ2 YA =7HH0| ZIAKY
mue = HE5)0| &2 0X|X| L2 A2 MEHE
‘An independent clinical events committee
ZIFHIH0l| tiet =71 O=s . P . .
O =t adjudicated all serious outcomes utilizing the
=2 . )
= Valve Academic Research Consortium (VARC)
criteria.”
- intention—to—treat (ITT) 7|2 Z1Z H|A|
m =2 - As—treatment Z1tT &4 XAl
=SS0 2Ktz O=5 "The intention—to-treat population was used in
O == the analyses of the primary and secondary end
points. |
m=S O ARMO| Fol3 =2 YRL, O SMZELUS2
MERE H O=2 ol I EMO0| AFM0Y| ot LU E TR0RES
O==A ol £~ UZ
) O
11 Q| H|E&(other bias) xo . )
m== "Funded by Edwards Life-sciences,
27t A EX j
O =
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2.2. SURTAVI g7 HIEE =&Ht

TrialH 1XXl, EHAE HIIXt oK
Reardon, 2017
SURTAVI (£9I312) Durko, 2018 3858'82%'
Van Mieghem, 2020 T
Domain Risk of bias Description
24 ™M Md - et 2ME Y=
SRIEX| 22
0 ue "..underwent randomization in a 1:1 ratio
axre] HRAM A 0 s to undergo TA\(R..J .
B e ee - E;AI The randomization of patients was
===

stratified according to clinical site and the
need for surgical coronary
revascularization, as recommended by the
multidisciplinary heart team

=AM 20 Lo tet AN s =X

oro
LSO

=71210] SN FHS DIXIX
Bt

7
jo
o
0
Hu

ooOom |\ OO | | BO0
i

=71210] ZIII FHES DRIX]
mcr

5O
njo
Ny
o
Hu

- intention—-to—treat (ITT)

- NSt AN WHs MESIH ZEXIE
Hixst 3<%

"We imputed the outcome of patients
without a known outcome at 24 months

H 5= according to the prespecified statistical
=5aet dikt= O =2 model, which was based on the
0O =24 patient’slast known status at the latest
known time point,
TA sensitivity analysis was performed to
account for missing data, including the
patients who were lost to follow-up or
withdrew from the study,
. D2ES0) ZAF0], AT AHO| Hol3
MEH BT O =e =S A IRt SAZaso| 9 %;%’{OI
O =34 AP0 HoliTl HEZE R RSS &g +
=25= ol
MO
O e "Medtronic funded the trial and developed
1 2| HlEE(other bias) - s the protocol (available at NEJM.org) in
- QIzh A X - oAl collaboration with the executive
===

committee. |
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