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H 1.6 Z0N SHIHY 24E X2z
3c =9 = (THoH) getad SUEX  HEUX}
AN HEHENYS Y
EDWARDS SAPIENXT/3  O|={Zat0[Af 0501 2019-04-
(2201002 AR EOARL BT Olooanlor | 32580600 2016-06-01 2013-04-01
2201003 COREVALVE EVOLUT SYSTEM  WSEZUT2(0f 32,580,600 2015-06-01 2019-04-01
PORTICO TRANSCATHETER  Of=ED|C[Z =2 07-01 2019-04-
62201021 AT ol sian 32,580,600 2015-07-01 2019-04-01
EAEMOIAED
(2201025 LOTUS VALVE SYSTEM S 32,580,600 2015-06-01 2019-04-01
EDWARDS SAPIENXT/3 gy oixorormyg
62201102 KIT-TRANSAPICAL AND Oloioaslor | 32580600 2016-06-01 2013-04-01
TRANSAORTIC AR
HIE (FSHERIZ INTRODUCER SHEATH
EDWARDS EXPANDABLE  O=X2f0|mAL 0501 2019-0-
J5003031 INTRODUCER SHEATH SET 0|91IA|AT 2|0} 22,820 2015-06-01 2019-04-01
ASCENDRA PLUS/CERTITUDE  O|=2/Z2/0|ZAt P
JB003131  "\\TRODUCER SHEATH SET  oletAlAZ2lof 22820 2075-06-01 2019-04-01
95003206 SCNTRANT INTRODUCER gy eaumap; 22,820 2019-08-01 2019-08-01
SHEATH
= (o] |
J5003901 LOTUS INTRODUCER Sag e 22,820 2015-06-01 2019-04-01
ISLEEV EXPANDABLE 2 AEAO[OIEE] 0501 2000-05-
J5003902 T o een o S 22,820 2020-05-01 2020-05-01
AU OIS%E 18 GUIDE WIRES
= (o] |
J6015001 SAFARI GUIDEWIRE oo IR 53,870 2016-01-01 2019-04-01
J6015006  CONFIDA BRECKER GUIDEWIRE _ H=E=2472)0f 53,870 2018-01-01_ 2019-04-01
EDWARDS TRANSFEMORAL  O|=%/Z2/0|ZAt 0501 2019-04-
J8061031 A LOON eaErD Olobs Lo aslor 474,070 2015-06-01 2019-04-01
ASCENDRA PLUS BALLOON 4o xaroimyy
J8061131 AORTICVALVULOPLASTY (I ioeeio 474,070 2015-06-01 2019-04-01
CATHETER AR

SA: AFEIAAAE 7MY, TARAR Fol - vFe] 55 9 Fol g A E(ALA] A12020-185%, 2020.8.26.),
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3.1.2.3 I Al g

Hro|sH]oel7fIA| ARl A 7R E & 23|45 A W dS B2 SRR 4= 20159
o] A|&1 0.2 Z712olm, 2019 71 SR} 4 7287, FAMEL 7185), WaBAe 30 9H
Gat ol 9irt. Tl e A8 o] 1041 B AgLott AFg Blo] B sl
H 1.6 ZO|X SMIMQ L 0|01
4= Alg3acE 2015 2016 2017 2018 2019
M6580  AlEate Mz 8 3 5 2
sixta  MB58T  AlBCHEY F2 7 4 4 2
(@) w6582 CHEI=SH, MEsIEN M3 61 260 359 542 724
A 61 275 366 551 728
M6580  AlEate HZ 8 3 5 2
S8 wmese1  waris 2 7 4 4 2
@)  MB582  CHEISO MBeISY B2 61 268 39 646 714
A 61 273 366 555 718
M6580 ARG Ha 13419 5152 8671 3,558
’i'oﬁf-‘ M6E581  AlsHriSaH T 11497 6545 7774 3531
(i) M6582  CHEIS, 4SS I 31104 133681 189,152 289,772 386,992
7 31104 158,597 200,849 306,217 396,081
&4 Rz vlo]g /A A= (https://opendata.hira.or.kr)
3.1.3 22| sig
vl QR s exele, Anel, AgEl4E A EURLLS B BE S ARS
Bl o0 Slon), el ol tebl SEEIIREDl 46 oltS Al o
oic. koA A1) TS &8 |vT e, FuelT R duuAE HEel 52 2w
st} 3=, vlsto] 9 TR B RG-SR, A, HAMIA 9] F7he

AldstaL At

t]=r2 20199 2AF FoZ2HS 7JAIHAA AAXRA 78S R, & 5 - AT E7HA] FDA
51o] akjEof wet AR A-3-50] i EHJATHCMS, TAVR Decison Memo, 2019.6.21.).3)

3) https://www.cms.gov/medicare-coverage-database/details/nca-decision-memo.aspx?NCAId=293
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22 XIS AL ZIR CHSTTRIS)

H 1.7 29|19 TAVR 255

0= A= FHLICH 2Ef2|Q U= =
+2012.5.1. NICE Interventiona  * 2013. * 20134 10 20179 1Y
(Coverage with | procedures guida (Cl=pE s (804 (MBS 20{Z%X)
Evidence nce 2008.6. (IPG2 3| SIMLTL AN)
Zx Development, C  66) +2016.4
ED) *2012.3.(IPG421) Q=27 =57 A
+2019.6.21. d  +2017.7.(PG586) 3 XN A=l
0E (NICE 7t0]EA =0 2%)
1A])
S[ES * D= SIXREE T * DE SR EED * D= SIXRIEE D c D= SXRIEED -
<Rk 28O 29 - OENE As0E - MEYEY XY -4 HAEY 2 £ c OSHNMMEE £
anopt =g&o= 43 = oA o s 22 I9E = 19 Tt
WX smgemasT Y AB0RZE BN EEST L (2A3)
by AVR HEolE T ) H(frailty)S 112
7|1E 7t Ot AITE A&
 27h MEEY AIZ CLErEPS
243
c3H0| U= FF BH0| Uz BE B0 Y= FF  CAS BN F & 30| Y= FF
AS X2 FDA AS &t B = AS Xt & 2= SO £ AS it & 2=
SO A0l =50 SXE SRKSh BXS6IAL B U SR SO £
et Jlgd 2 I SRt * Euro SCORELt S IS A
rox HZ OQloff $=2 TS AT0{0f sk
S Qlst 0|5 Hot ¢ L o 2
80| 2 42 18 o (7443}, 29
frailty, porcelain
aorta 5)2 ZHO|
A AVR high risk
2 HHE= S
* AEEAETRY =N e * (BlATIE) c ANFEBLA - T2 ZelolE 3
* ERYUNES * TAVR Al&2 238 * AEEAETE (B2 ol ooz 1y
RSP ES= NG * ERYUNMEY * ERYUNEY 27| LHOIAL * EFUNEY
axpe  SEHRHEEY - 2200y * ORI OIAY * HEEAEERY
oo OFRERe s AEGEEETL * YASTIAL * S| AlZ 2t e
e SANETESY  « AXOFAAL = * HARMT A e MEY E=
* USAHS ALRIEX| QIoeMEIt & * SA} ZAHEIE(speciali
ArE Ft NS Ft s + AC0YO|HZ 7o st or consultant
= CISHHE physician)
*DETAVR EXE  cTAVR 22 22 < TAVR &2 22 - HO[HHOAUJAC -« HEXNR YIS
g ZEENSE ZENSE VSD)ol| 2= 0|
HE  °device HETE c SVINEY, & HESE
ne a1t SN o 2o - TAVREE 519 §
= & FHLHAYL 7t =7t K=
SR ofol| ©jofg ol
AE Y
* UK TAVR registr  * 3G A7t 25 c HHEE= Q) 6%
vy 29 s g2 2 AEOIN 7=,
‘a2 BEEXEY  TAR 27t Y HESA & 018%
H|1 oz Hugt 242 CCN of Ont BE
ario AIg ¢824 * Transfemoralg
AT oL PUMOZ gt
= -?‘_:lﬂof
24 TAVI HAAED BEAS 23 AErt A3 BuAGHEEAEATY, 2019) FE 7320199 CEDY



H 1.8 FDA £01HE Atet
1= B9l Sy &9l 27t szl
501 2015 2016.8.18. 2019. 8. 16.
Aot Moot SUWHHAIS At S FaF A3tE FHOE 2 £F USUHHXES Xfo| zAH
TE ST = 23R 2 o M3l HSUHHAMES 2t & SAlE S22 Aol Al 2=2 2=
S8 E=ZY) SN E AN ER dEE (*'”—‘ZI'l OJAL LB TE Al KR CHYAINA| S0l =Y
A0 HMOAL ZE) IH A HEEE 7H§—%§ I3t E5E E &
At e Rt SIBSTS > 8% & 302 Mol o > 3% of
4% % 302U MLF > 16%)0| SE IE% |2 thioz A8
OlIEE= 2XE EH“OE ArE
* Edwards SAPIEN 3 * Edwards SAPIEN 3 * Edwards SAPIEN 3
Transcatheter Heart Valve Transcatheter Heart Valve Transcatheter Heart Valve
(P140031) (P140031/5S010) System and Edwards
9|27| -+ Edwards SAPIEN XT + Edwards SAPIEN XT SAPIEN 3 Ultra Transcatheter
7] Transcatheter Heart Valve Transcatheter Heart Valve Heart Valve System
(PMA (P130009/5034) (P130009/5057) (P140031/5085)
H3) Medtronic CoreValve * Medtronic CoreValveEvolut R
- (P130021/S010) System and Medtronic

* Medtronic CoreValve Evolut
R (P130021/S014)

CoreValve Evolut PRO
System - P130021/S058

STS: the Society of Thoracic Surgeons operative risk score
*STS risk score ¥ STS risk calculator”} ofd &2 A FHZF 715

4. 9| EY A 2Esl= =7l
4.1 HSUTHAE

EBUFAZL MY o) Fuate] Halat,

oI L3I AU B2 719 <
HEARERE]

=19
=

et o, Z4o)

g o349

aho] £/ Ha}, FubE| A/ TS5 Tt el
rgo] S7FehHA ARR7F aslE ojzto] wet EggAd
tl4(Lee 2013), a3 2l5-0 & Qlsf 4 A2 sz 1L
o| =5} o] Aozt BrYSHHFrank, 1973).

=™ 50~60th 7} 2 wi7HA] A E8A &

AY5t7] AlAFSHH T of| = 4] gk,
Sl AR AFEo] v A oF 25% S7Fste] 2ol 50%0] o] &K Frank,
. 22 Y5 oE 2 (severe aortic stenosis) A @oHA] Y= AL XY & o], S EFE 3
Joh= Zlo& 4 A Qo
738k= 65A1] o Q1] 2F 30%CNIA WrEaL, 290 ARt —&‘ﬂq &
o] =A2]Q1 H| gLt Hﬂg}7}¢}7c—i§4‘ﬂ TEH %
JoJstH, ofi= s HEge] Y=

/RT

‘—}\]’(01 HHO,
%30 S HuE) A

A4l

e, sl Aske
ol ] F11 457k 2.5 m/s3)

A=) ‘aL*g] T4, B, TEY, T Al
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LDL ZAHE 45, HDL ZAHIE 14y, CRP A% 59 5H4ske] A 57} s uhat
A 35]5t0] S19 1A o[ eghHtetE]H, 2010).

A7 EE AP 7ol thEH S s A 2RS(1350) 2.2 A7 TR 4= 20104 4,607 8N4
20199 15,4297 0= oF 338 7kt L, S8 20109 1359 7,1555H0N4 20199 758%
1,009k 0 2 oF 5,64 Z7I5t Aoz yepgth AgtidzE 70tioA 71 wWo] A= glom,
IhEo = 60, 509 <=°] it

H 1.9 SUEHAS 8} 50|

i W = Ry |

AAMEE 20104 20113 2012 20139 20149 20154 2016 20173 2018H 20194

LTINS 4,607 5573 6,778 7444 8129 9141 10,509 11,888 13,787 15,429

S

(G

EA4: RA g Hglolg /A A”l (https://opendata.hira.or.kr)

13571,963 13427,046 1721892 20283278 23237578 2649%4,149 41,047,974 49,026,006 ©4,344472 7581900

A & ZAL] & AT =3 X 3Hofl+= STS (Society of Thoracic Surgeons) mortality F<,
Ambler, Logistic EuroSCORE (European System for Cardiac Operative Risk Evaluation), New
York State Cardiac Surgery Database 5-°] SIt}. STS= Al 7] 918 22 (CABG, Valve, 12|31
Valve + CABG)= 7HA 1L Qlom, A 87FA] @94, °F 409 7l 352 S7ste] A7t AP =Tt
= Y8E 574 A FE= FolA EuroSCORE2 199940] A= 7= o A o & 27| AMFES
A&k A F;olH, LT SAPNA Y] & AES B & alSsh] flsl 24 B4 89l A% I
291, & T 29U A8t 2XAH 37 Bdl(logistic FuroSCORE)E ©|-85}31 It Toumpoulis,
2005). STS mortality o= S8 A8 {70 7123t & 30Y oWl AFGES THdhe

ety18]Zo|tHEdwards, 2001).

H1.10 229 MY Zetk|= H(Variables Involved in STS Risk Modeling)

ooy ZX st=2 (STS risk model variables)

Demographics Patient Age, Gender, Race

Height, Weight, Diabetes, Diabetes Control, Renal Failure,
Dialysis—-Dependent Renal Failure, Last Preop Creatinine Level,
Dyslipidemia, Hypertension, Chronic Lung Disease, Peripheral Vascular
Disease,  Cerebrovascular  Disease,  Cerebrovascular  Accident,
Cerebrovascular  Accident Timing, Immunosuppressive Treatment,
Infectious Endocarditis Type, Smoker, Current Smoker

Risk Factors

Previous Interventions Incidence, Previous CAB, Previous Valve, Previous PCI Interval

Myocardial Infarction, Myocardial Infarction Timing, Congestive Heart

Preoperative Cardiac Status Failure, Cardiogenic Shock, Resuscitation, NYHA Classification

10



ool =X 8= (STS risk model variables)

Preoperative Medications Inotropic Agents

Ejection Fraction, Number of Diseased Vessels, Left Main Disease,
Hemodynamics and Cath Pulmonary Artery Mean Pressure, Aortic Valve Stenosis, Mitral Valve
Insufficiency

Operative Procedure Status, Intra—Aortic Balloon Pump Timing

Valve Surgery Mitral Valve Surgery

4.2 WSWHY Xet=0|E 2z7|=E)

3% HsHudzFe 134 Ags iE £ defwebidd<e(Surgical Aortic Valve
Replacement, ©]5} SAVR)?l tha@ia} 2|ghzolch. SAVRE & Al 7[AHY 52 A wdkS
AEigho] Qlo] o7 QIAREo] ARgRttt 7| A2 4o &1 Aeso] YgAo] Wot 42
SRRSO A ol A= AR, F-3aA] B8t ojef WA E 4] d £A|, 191 S8 3t FARE-
A 5ol I = Quok. 222 S —I’—Zﬂe 2854 ol = &3 4ol 17

E-8o] oL 719 o, 3Tt B2 11 TAL SOlAl AlBE Y 7] AlgEtof |

7FA] AL It Moon, 2010).

]
13 W=ge] eAE

SAVRE 1% SAol/AA it AR AL Holn QAR B I S0 54 9170l F7RH:
2R B ST AYE 2554 R U ARSI wa(%a%A}u 7.5%

343 1A AFEE: 10%)2] & Ao vls)] 4] 42 A0 H =1 Qlrk ESFSERI] 30~50% A=
18 32 54 1 9 Z71E Qs SAVRE A|35HA] F311 Atk Leontyev, 2009).

T e 52 85 gl eHmet 28 (sutureless AVR)O] Wol A|YE|1 glom, 7]& 4=

SAVRO] vlote] ths ™ Xt A7 A H2-3]7](cardiopulmonary bypass) AR&- A7 52 Léi’i
FEAI7to] For H4 54 A o &= o]FE 7IHA AL ItHPhan &, 2015).

U diediwdy e A Fo971 Hal AL, s HHAEE(ds ) AlEfE ‘01793 2%
A A2 23, 201049 1,450710004 H S7Fsh 20194 7<= 2,20971(2,11778)°] A1 = Tt

B 1.1 ASHAR|EE(CHSUEH) FO0|(M&ZE 01793)

AAMEE 20104 2011'F 20123 20139 201413 20159 20164 20179 2018 20194
N 1,459 1,427 1,631 1,641 1,690 1,840 2,179 1,949 2,169 2,117
ZAE 1,450 1,420 1,655 1,654 1,703 1,866 2,196 1,969 2,190 2,209

O|=H|EA
)

3,019,138 2,980,544 3,276,942 3374229 4,118,078 5,821,628 7,031,418 6,484,311 8,051,286 8,543,330

Z4: RA9 guld ol g /A Al (https://opendata.hira.or.kr)
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NEC 22 QI3 CHAL ZIE CHS TR

5. ZME CSWEMQ R M3 A7

2|2 s AR EA RO = TAVR AEA]l e EE 71E & 7 B A9 ET oA
‘FAIL A S Euskal QLOLHAHA/ACC, 2017; ESC/EACTS, 2017) 9% 7oA
OFA7IA| & TAVR= SAVRZF A oHA] o2 ths Wit g 25 Etol| A Jf A%l 2| 2R e 2t Harskal
ATKNICE, 2017).
2017L% a8 /r A 3] Zhol =l W-E TAVR AEA &5 71E & E7s
= P A “FAFE A Sl Aarsk L, 7S 1 mekel $ER1e} 21 Al “ol 5o
9&% A" 8hg0] 25% 1|9l $xHchance of survwal with benefit” of { 25% at 2 years)o| A=
TAVRE dHA] gh=ttal sHItHAHA/ACC, 2017).

o

_4

20179 2435 7tol=alRlofA= S=&o] HAFSE SAlof|A] TAVR Al Hilskal Qlom,
F&9do] IV 34 55 deHEdEdSE TR 4 R; AiARIe] EAAE st
A Ao A TAVR T SAVRS ATE1E Z-& U5 THESC/EACTS, 2017)

H 1.12 AHA/ACC 7t0| =2}l

=1y =4 =

525 ADye dus =
=1 T

asmye  TAVRE R34 53 HSHEHAS SiXH(stage D) 2 SAVRS SXIsH0F & | A
TE2TS 91510] 911 TAVR 3 MZE7[710] 1270 OJAIOR fAIE= SiXIof|A| H1 =
Jopi  SAVR EE TAVRE R84 35 AS & Kstage D)"0|11, SAVRO|| T2/l | A
STIEE SiTiolA] oI TRAIX] A I3, 7HK|, NS SO Tiap A
zopim  TAVRE SSEo| 932 J1T 54 %? AS £ixf(stage D) O XL B-R?

QIS01M0I Als A8, 7Hx|, M5 SOi| [t SAVR| LHoto] & 4 RUS

SA
D ”Jf“#*é AS9] stage (Wat e, ”Jrﬁ a‘l?%"'ih A5 43, 342 VISR UH): stage A, ASS] 93] A
< stage B, APA AS; stage C, T34 55 AS; stage D, 54 55 AS
2) randomized trial 1Ho|L nonrandomized studies25E 9] thA ASEE 2AE £ g X7 /A|E0] &8/
fFEsthE A

ssos=ssa
CHSWEE=ES
thse &
| HR2AE | I sSHEa I | IoAEF I I == 8277ts |
SAVR TAVR SAVR =2 TAVR TAVR
(cla“ 1) (Class I) (Class lla) (Class I) (Class I)

SAVR: surgical aortic valve replacement( =@ = [ &1 21 & ). TAVR: transcatheter aortic valve replacement( 2] Il| = CH 5 24 & &1 21 &)

O 1.2 Z40| = 32| LiSMIRHALS StXj0j|A(stage D)TAVRZ SAVR MEf BAIE(AHA/ACC, 2017)

12



H 1.13 ESC/EACTS 70| =2t21 AL (ESC/EACTS 7H0|=2F21, 2012 - 2017)

o
533 Aaug aasz
T
aamope  ° TAVRE MEBTIEOIN SAVRYL SARIGICIL BEE R84 55 AS # | .
TE=/e XtojjA A=
i « 222130 ZIHE(STSLE EuroSCORE Il >4% E= EuroSCORE | >
= 10% = 7|EF QBQ01-Ie 4], M3|517} Al510] LTS 1S, B8 ALM
335 5) 954 55 AS EK0IA SAVRe TAVRE| Mef2 SR} Jfelo B
S S48 T245/0] NYBRIYUIM ZHEI00f 3
SHBT . OyEEY H30| IKSSE 010 B TAVRIF MEE 4 9IS

| == os=mma=s =x mea |

S e = =F

| = ]
T |
Qf L] = ol
NA 4
=Sur==tol glLE WMol o
| LVEF = S0% | | S0l e 7ol el
T T T T
OfFL] = o] OFL] = off
| A == | or=m x| = l
T
oL 2 o
Sl 2El = FF o TAVI 2

=1 e =
G7HE OILH =H= = = SAMR SAMR EE L TAWVI

J% 1.3 35 HSUEUHES &txtel 22|(ESC/EACTS 7t0|=2f21, 2017)

LVEF, left ventricular ejection fraction (FATLEE); SAVR, surgical aortic valve replacement (&%
52 w4-9); TAVI, transcatheter aortic valve implantation (732 o5 4.
ol of] AAIS FE F shtete At &S 1g)oF $HClass 11a)

- N EF HE )55 m/s

- 559 B 35 + 21 7 £= XY 20.3 m/s

- AR EA] S AF I 2R AT F7HU ol JERE wYH A el vls) )3uH)

- 339 HudYEsH %% )60 mmHg)

5.2 MAX El1E dAAA

TAVRE] /34 b/ & G3pdol] tiof] & s 88 thdS Eoto] AAN £ 12 =35t
23, A7 A9 270 AHEH) I AT ERS°} 5, 2019).

232 OB S NOTION A9} STACCATO 972 & 27071 919101k STACCATO 97 Bzk8 0]
odrTt wol B 371 Aol A7 FHste, thEe] AukA| o)A HERHEA o] B7Hs31ort

13



NEC/\ & m9 o 20 sy

Fgol 7Fe R LA AR 2 308 A AFTES F w1723 2ol 7 IATH B0 A AFTE
RR 0.97, 95% CI 0.30-3.10). 71 &] A3}X]#+= NOTION A2 17§9] A2 424 A @ ol gt
ZES W7ol 247 F=350

302 21 14 24

Qutcomes i RR(95% CI) ¢ |3 RR(95% (T) §
All cause mortality 2 'O_' 0970331 00| 1 O' 0.68 (0.26-1.73) NA
Cardiovascular death 1 tH 0.38 (0.14-236) NA| 1 Dl 0.38 (0.22-1.36) NA
Any stroke 1 ':H 0.48 (0.09-257) NA| 1 b" 0.64 (0.18-2.22) NA
Major stroke 1 *“’—' 2.06 (0.19-21.06) NA | NR
TIA 1 H—4.55 (0.23-96.00) NA | 1 “0_' 141 (0.24-829) NA
MI 1 @ 049 (0.15-158) NA| 1 U' 06 (0.2-18) NA
Major vascular complication 1 "0_' 3.63 (0.78-16.78) 0.0 NR
Major bleeding 1 Q 0.39 (0.33-1.04) NA NR
Aortic regurgitaion NR 1 '_0_ 1547 (21-113.82) NA
PPI 1 ————16.64 (411-67.36) NA| 1 ———— 12.07 (3.35-37.87) NA
AKI 2 Dl 0.27 (0.07-1.05) 66.6 . NR
AF 1 O 04(0.26-06) NA| 1 O 0.47 (0.33-0.68) NA
Endocarditis 1 he—  281(0126845 NA| 1 Ho—r 1.86 (0.35-10.01) NA

Favours | Favours Favours r._'_'_'_'_'_’_ﬁ Favours

TAI g 3 6 9 1215182124 SAVR TAVI g 36 91215182124 SAWR

NR: not reported, NA: not applicant

O 1.4 2 MeEZe ZE A HYE S 2 2

= 1
1399 Eos Agatoirt. 11 23 AA| AT HES, A4, AB3A B A2 A9 Aozt
AT TAVR= A7IZE ASAlS, 378 A4, €8S e AR 9444 AHe7]

A1t HofA] ArAfEict,

Arora 5202002 A AA Ed vz Aa), 7H9] E3S A5 1 SR = & 4,859750] %1t} TAVRE=
7] AR AP 19 HEF WY, 34 AEARS SAVRO) H]8 B W2 ARS BT}, SRR 3 A
AEkzs7] ARl S B]8-2 TAVROA o &3ith

14



AR 5 HERUHLS B4 S A ow rish) o1 31 sl
QA 9 Gl dhel WS gia) A EAnAe UAst, o=ulg Sl o) ERe
Helstec

1. ®MAXN SeI0%

1.1 7L

55 Mo 2S5 & A1 (low risk) tollA 4 thsmiubidele] okad 9 R84S
AB7Fe7| S1ol AAA B (systematic reVleW)é Yot AAY EATE e V&
R AC g AT dA ST BHuA(EREor 5, 2019) A9 UUlolE AAA EidvE =
F3sielct. 2E BP0 1’41%“—‘1”&@?4] A91E3](o]ol ‘AAA3] 2§, o] =& AA
g5t

AlZEL “=xlo] QL == =iyl

6‘! L= =1 o .
IR 5] 5| B0 Hl8) QPESL, FFAQI7} o),

ot
>
I ofx
Ty
>
Y
=)
et
)
<
£
=
o
)
2
1o
ol,
H
2

1.2 PICO-TS

738 thE k919 PICO-TSE ofee} 2rom, 2:91913]0] 012 5o} A7HAL RCTEANS
Bl et T, QA AT 440] B o] byl sk UEht o M=) shgshe 302 ] Al
&S 5 Ak A WA, A, LS, AW, B 5o Hslelch

=2 h
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H 2.1 AHEZEO| PICOTS-SD

on

0z
A=)
)
rr
Ofy
ol
=
omn
12
e
gt
L
Ol
rio
Pal
OfA
e
>
>
do
icl
M

Patients .

oY | O
=]
12
e
vl
o

Intervention .

12| 1A
)

(|
==

4
up

Comparators .

tn Ol | O
12
e
bl
o
>

o
r
' 0%
>

- J“|7<1I MUE(all-cause mortality): 30
- HEF & LlEeH A stroke, TIA S
- )\IZI.71AH

- E'HOWI%

- AlE

- YHMTS

* REYNHE
- MA| MUS(all-cause mortality): 11, 24, 34, 5
- ST T ALE
0 - 30 S
utcomes gy = =
- 30 &8 MUY T Mofx £
- iU IF UME: moderate OIM
_ 2L AIREAAF

HoO oo
- iSoHmar 2 TAE
- OILA| AlHEE T | 0|AI°
- S 2 s
- &7t
- 4to| &
20 =
- NYHA class: 352 0|4
- 62 Zd7|HAE

Ju

Time - $’£11J’§
Setting - HIgtotX| 22
Study Design - FEI9|H|u XA H(Randomized Controlled Trial, RCT)

2L 71% St Sl ST MA(HES] 5, 2019)9] 4] 20189 58I
3 29 B0 74 7Kk ARSIt B et 29
EiMEiHﬂO]éE%—LrOi csiston, TR BANEE 2 ATk (330 AN

1.3.1 12|

=2] glo|gH|o]AE Ovid-MEDLINE, Ovid-EMBASE % CENTRAL (Cochrane Central Register
of Controlled Trials)= ©-&5t3tt. =&] HloefH|o]Aof|A 9] HAL- 7} DB £4& 1l2{s}o]
BA10131(MeSH, EMtree), text word, =] $4EL AHaA 59 A7 52 25| -85ttt A1z}
29193 =95 Fol FF BMolE E5EaL, 20209 7 9¥of & AN hEotint. Ao
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2831 9] HlojE]uo] Ak theat 2

H 2.2 59| H|O|E{H|0|A

Zaiel Web F4
Ovid-MEDLINE http://ovidsp.tx.ovid.com
Ovid-EMBASE http://ovidsp.tx.ovid.com
CENTAL (Cochrane Central Register of Controlled Trials) http://www.thecochranelibrary.com

1.3.2 LY

Hd
5=
o
_P"
M

A2 ofefo] 7148 5749 HloleHo] A ol S5t A1 491U L0l o} X%
24012 2Pele, 20209 79 9Pl % PAE LEstoic. AAo] BEI T Holelol At

H 2.3 7Y H|O|E{H|0[A

A Web F2&
KoreaMed http://www.koreamed.org
§t=29|SH= 2 0|0 |E{H|O| A(KMBASE) http://kmbase.medric.or.kr
st=2stE M (KISS) http://kiss.kstudy.com
=W EStEME (RISS) http://www.riss4u.net
2715171 HEME(NDSL) http://www.ndsl.kr

BH10) Ae 9 WAL 29191510) Al)S AH St R oS 915 94 PaE 2He
Asio] % Syl B A 9

o AA A% meiet & 2Rk 2Mgste] e S i
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NEC/\ 22 me o 208 tisume

B 2.4 4871= A HiH71=E

MHI|E= B X7 1=
- 30| Y= B3 HSUTEAS SXNE N2 st AT - EXTSK S SIS AKNITIE 245t 37
- BIHAIEE 71lllj‘* HSUIMAS AESHE, X o -2 &K HEQI HACHARE 47} 30 O[5l ¢
SN x|kt Bt A - QIZH A 10t OfH AR(SS YT L= MYUMAT)
- #%%’— sx 227t SR, MYUFFA0| Hetst 26 - EX7t Opd AFHZA, letter, comment )
— AP0 &St ZutX|HO| Dol E 08t ¢ - o= £= POE STEX| L2 B8
- AZAA: FEH| W UMAHAT - JMES(XE, SI=R, 7[BEIN S )

- 52 T 0j2 SWEX| o 67
- 2 5 27}

- S5 & =

5 3719 391 v1EE 7= F2AHIA Bl YA (randomized controlled trial, RCT)9]
BH71E91 Cochrane?] Risk of Bias (RoB)E ©]-8-5t] B7 6 tHHiggins 5, 2011). RoBE £+
H7g<eA] A/, Bl Al 2u, At RoiAt 9 iAol tiet =7 b, AaPg 7ol it wrhe, 56t
AAtg, 98 A3 B0, BFAdS g0k TR AV (A4 DY 771 £330 & o] FoiA it
Zh 7ol sl "R/ s2/ESH 9] 374 FEl= ”ﬂﬂ‘— 0}71] Eof lom, T B} =0l tigt =t
FHESHA] AU 7= o AR ot sty o] 2o B 2 IRt HlEY ldol A2 A ow
THEH W3 0" HIgitt,

HIZY ¥ I} 32 Itz
e 15 SE] HRA 4
A 2T
43 B2 o1 ZOK}, TR Chot =712
ZjE0l b 22 W40 Chet =71 S e

FUE 2525t ANR
EnlE HeyE 80

BI7tot Y| HE 7|} SR H1E2

1.6 XI55S

ATA] A= g2l Q8 Aass: ARl ZAsH, A|HAo 2 AAlo] AATHKE EQlst &
2AQHNA R3S AL ARUITE ARFES 199 BT AREE A4S B8olo]
Ansg AW 5 259 182 2 B GBS slgich Aasd el o4 2947}

QL AL A} 3]9= Eaf =9)5}1 o]t}



A4 HE(qualitative review) & 2-8310] AASHAH. RCTAT=Z A
%Z ACE o] AT fixed-effec) BHE ARSI, SHFHA] £AA] o]EF W4
A AE = (Risk Ratio, RR)Z AF&stal A48 W= 7R 3Hwtxlo](Weighted mean difference,
WMD)Z AH&3}3it.

25~50%= R <, 50~75% = S 5, 75~100% = =2 A 0& SASIIH: A4S STATA

H 7oA =3t A A A E 1 A= GRADE (Grading of Recommendations Assessment

Development and Evaluation) B o]-8slo] A +2& H7lot3 Tt
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29] DB (n=10,010)
HHY 202079

+ Ovid-MEDUNE (n=3,722)
+ Ovid-Embase (n=6,039)
+ CENTRAL (n=253)

21| DB (n=267)

HEY 202079

+ KoreaMed (n=45)
+ KMBase (n=73)

+ KISS (n=94)

+ RISS (n=29)

+ NDSL (n=26)

a2 2 d2
« 20| DB [n=845)
« 20§ D8 (n=208)

23 (n=8,661)

+ 29 DB (n=32)
* 3 08 (1=0)

20194 ¥4

‘22 HYE? 2

M

|
EJ

RN -

A5

>—ﬂrﬂ£ |‘.‘

=

Y %5 2E 3 W 2
WI Holgt e IH o 28| (n=62

o =8 n=62)

A
f
FH0 Zo g nGE0| ot BT (n=1§)
il

>—>—>—

ENZY o7k 208 0/22 8T (n=1)
7} 0fY B3 (n=35)

435 (n=57)

Ho| 58 GPaA0 5o ¥
ERTL 5 51912 (AN
ﬁ\%?*;fgo HL04%, high risk
# (n=10)

=y

47 =

el

=

HES
Ao §9|°'
AHY| o

X

HiH 29 (n=
Chgmot ot
Y=ZE
Hapofd 87 (n=1)
3428 (n=1)

58 97

8 (n=8,629)
0l HO[3 TAV F742) Y4BT |1 U477 0hHl 22 (n=5

o] Yo AEAUE £IFT P& A7 (1=

143)
(n=g)
29 (n=8.277)

HE 4E 78 (n=32) I

He

P ERTAL £ 091E NS 4T ©T (=)
s AZue o + 3254 (n=)
2017Lﬂ 0|2 HZHE £8(n=7) ‘34 3987 B8 =10
SHYHZ B8 =] e
g2 8 (n=3)
(n=3) ’
& M98 HeZ#(n=10)
"9§EN23 22 83 98 0 &9
NP EPTECE:
J8 3.1 & HYEE 2 S8k
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NEC/\ 2 mo o 30 summe

25 AEE S AT A P8 E f-a4 TR BRI Bl A AR S 9H
£3lo] ZgH=|glom, o]o] thel A5 RoBE HIEH I B71E shlth. 5291 vl A, vl
2|, A FrolAt 9 AtAtol gt =7k, 2] et wrhe, £S5 Axlka, A9A A
B, 5FES Y¥oks o2 A wizkdH] 5 771 99 Brlekat

2] v eA AL 4719] At B BHIEE o] Wokh, uideA] 29 NOTION Aot
STACCATO @-ollAf= 2o thsf 7]&star 9lo] W 0]1aL, Evolut A2} PARTNER 3 =
71&skal QA ol EZA' R BrIskginh iRt A4t = H 29U wrHe A 9
H WSA7F Ale(3e) 2 w7 ol E7FssHAY o2& 4= QL ou AT 37 A = A8 P85
TOE AWAQ] A#o|H, FE3t V&S RO R AWAQ AuE HIFoRE lﬂﬂﬂoi wEow
B7HE e} E5ESE ARtE el A9 2 H 1= STACCATO 977 £&4-8 4 5o = Qe 371Y
gl 7] FRE0] w3 0= HIIE T 4719] A B AHH] A7 9777 Zﬂiﬂﬁ T17E @3]
SAE QT HIEY 9l¥lo] = o0& Bleloitt. ApAeE -8 ol 13T} Zrt

sate] MM

uhgaAl 2

HOXL A7 A =M

ZaHg7t =7t

0.0%% 10.0% 20.0% 30.0% 40.0% 50.0% E0.0% T00% B80.0% S0.0% 100.0%

M Low risk of bias O Unclear risk of bias W High risk of bias
J3 3.2 & Mo HIEE g 242

o, iz
i Sxe WEEM anmyr =s=w  oun
Trial Author vean  wpmex =m0 o174 =rte mwmxs o ma 0 o0
=7y =l
MOTION  Thyreged (2015),
srargeedcoe, | @ | @ | @ | @ | @ | @ | ©
Thyregeod {2019,
PARTMER3 Mack {2019,
Baron (20189), o & o o o o L
Pibarot (2020)
volut  Popma (2019) ®© o | ® [ e | e | o
STACCATC Mielsen (2012) a ° ° ° a a a
o <s o = D=5
8 3.3+ Mol HIZE fI20 tHet 87t 2at 29f
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2
B2 AEs Bd £ 7|F0] opd AFE V|Eow AWE HUsith HE AdgE TRy
WAFAHRCD = F 470(9H)0] AL, T T4} = 2,70375011 21, A7 7] STS PROM 4%
T E= 309 S AP A1E 3% o5tttk
NOTION = divt=, A9l =7} 37] 7138l A =385k 11, CoreValve(1AH) & AR&5H2.H,
A} 4= F 2807(TAVR 145, SAVR 1359)0] 2l =43 71712 6¥0]|3it}. PARTNER 3%3+=
o=, Ayt 25 5 t=7F 7170 713l 4] 238510aL, SAPIEN 3GAI)E A8t on, 84t =
Z 950"8(TAVR 496, SAVR 45478)0]31a1, 432k 71712 1] it Evolut A= 257, 7ivet
S 867 71#oflA Yot 1l, CoreValve, Evolut R = PRO & AREsIYoH, &2 =
1,4038(TAVR 725, SAVR 678%), F4H&7|712 140l 3t}. STACCATO A+~= STACCATO
A= diuk 271 7)ol A 3513, SAPIEN(IAH)E AR85H3 ). Skt == & 707 (TAVR 347
SAVR 36%)0]a, ARE BT AHsHEITE TAVRZOIA H2-8 HA(HAE o] aortic
rupture, AP MAZF, HEF 5)0] =0t 371 A4 A7t SEE A

. . 3 ¥} oEs 3%
= HIzYHY 71E % Mo = o
Trial N DEIRYNY 7] =7 7| Valve  AMiTf H2  (TAVR/SAVR) 7zt

Thyregod

(2015)%,

Sondergaard 2009.12.-2013.04. =
* . AL TIAF=0H RIS

NoTION 4 019 - tTON O BISHBE  @om 3 corovane g T B0 e

Thyregod 0] gi= 2kt TA (145/13b) =

AQH)
(2019, - ABZ7|HrE21H
Sondergaard
(2019)
ack 201g) 201603201710 i
arNERS 3 BN 010 LSO e s O 71 semvs s R
Pibarot _okﬁqx om0 wo g JIHEL 5%, (096/458) T
=) L Ql
(2020) orx-|7|oi CHASKE H|Q wEE, 82
2016.03-2018.11. Cr=t
+30Y & AL Y < (SF, UL, CoreValve,
Bl 1 (b 3% oA 92 86 EvolutR, or | :;*“ TF, TA (72?;%378) 14
20 Mt SiReN  UERE, Evolut PRO
75 SRAE 02
2008.11-2011.05
* HHT75M| O, 271
STACCATO . Nilsen  * Af 7jipast) 0

1 Ho= 2 SAPIEN 140 TA

EH (2012)*  + O[F PCI, CABG, Al&%

&, MIAM, 42 19

A A

(34/36) g

TF, trans-femoral; TA, trans-apical. * 2019W B 1A Aei£3]
**Medtronic Evolut Transcatheter Aortic Valve Replacement in Low Risk Patients
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St AT 7] AT BT AP SoPelell thIAES AT, YL bR TYHoT R

7IEER AFHC] EFEAH. 41 A7 B AF-HOIA =9E sh A dejell Higt e
eI, AES S0l dVdAel tiet 4 S ohe A2z Fof o A4 9] 71E2

AlXIE] h:gl =
Trial ool AmE A gop|x
(zeizto|ols)
ChaE 74
AIRE| 0[5t S2UIERL, - 2= ERQUMEC(cardiac surgeons), SMAEHEC|(intervention
noTion  #EBENY Saiemmizel  cardologists), MESIRE0LS] LIS ARIAS B TAVRE SAVR
=8 YUzemmzel i) mess ENiS HeHHo
< cjap
AIXRIEl -o|5F  7|nt Chaf ) ) L ) o
PARTNER aREE)® RSP - ymam enzssinapt tns seisior solsil i
==
cooge | AHEECIE  JEECEA - 302 01 +AAPIE 3% OIS S MU0 CFst IS 2 oIS
Vo (224) (site) of AE0| BB 718, BOIE S
SEI
_ M0 AIRQT ) _ _
STACCATO g oy “=LAEHH « opx yme ooy 1 w2, axiz, 28% axsm, Hysy
= I CE TORN- o SN 22 R N E L
20|

L —

2o AT AT BT AHL 733~828 AT, WA B 26.5~71. 1%} B STS HSe
2A A79) W STS 4 1.9~3.4%%0ck. A7 714 S4o] 10% A% o]} L B W@pragh
e At B2 ool
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33 4% HABT @72 (Rt 54

(91 %)
e OlAIE/+& 7|1 %2
, o Yz Yz NYHA
Trial — SM N AZ =X oo b 3/ Pace Mk _ MEt _
(M) CABG PCI maker AVR CAD PVD x5t AF Ml Sk D =3 &2 COPD

TAVR 145 79.2 538 29 84 475 NR 76 34 NR NR NR 16.6F 278 b5 179 710 1.4 NR NR
SAVR 135 79.0 526 3.1 89 451 NR 89 44 NR NR NR 16.3F 2568 44 207 763 0.7 NR NR
733 675 19 15 312 NR NR NR NR 27.7 6.9 3.4 157 57 312 46* 0.2* NR 5.1

NOTION

PARTNER TAVR 496
3 SAVR 454 736 711 19 15 238 NR NR NR NR 280 73 5.1 188 58 302 b3 0.2¢ NR 6.2

TAVR 734 740 638 19 NR 246 25 139 34 0 10.1 7.6 10.1 155 6.7 311 849 0.4 NR 15.1
SAVR 734 738 664 19 NR 279 23 127 38 0 114 85 114 149 53 305 829 0.1 NR 17.2
STACCATO TAVR 34 80 265 31 94 529 NR NR  NR NR NR 59 2.9 NR NR 2.9 NR 2.9 NR 2.9

Evolut

(BY) SAVR 36 82 333 34 103 444 NR NR NR NR NR 8.3 2.8 NR NR 8.3 NR 0.0 NR 2.8

STS, Society of Thoracic Surgeons score; LES, Logistic EuroScore I; NYHA, New York Heart; CABG, coronary-artery bypass grafting; PCI, 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, §8AF®} atrial flutterE 2 HAA}, *Creatinine )2 mg/dl, A4E Q| ** pulmonary hypertension
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NEC 22 MOIH [HA A% CHEWTHA

HE At gabo] A3 wokS 95| weREAS A|6tg] 1, 21 o)Ak gHo] 7153t ALolnt Auts
24 913 L AAP=50%) A= A 5HE] Ats]
o] Z20)7} W @t 7]<5}9lnt.

2.3.1 At

2.3.1.1 HA| AILE

A AFEES 4712 AA7R0llA 30, 19, 24, 549 ZHHE HAsAaL, o] 5 o] 73t A AFgE2
304, 18 2l A AFgE] it viekEA] A3} 302 A AFSE, 11 A AFgE B TAVRE

SAVR#7F B4 0 & G913t 2o] 7} 9ItH30Y AA AFJE RR 0.56, 95% CI10.27~1.15, 1°=0.0%;
19 AA AFE RR 0.67, 95% CI 0.42~1.07, 1*=0.0%).

24, 59 HA| AFFE-2 NOTION Ao Agt Hurstlal, T w7t 59 AR AFgE<] &fo]7} gickar
Hasklo

Trial Author(Year) Month T_Event T_N 5 Event S N RR (95% CI) Wi.ight
1 month ;
Evolut Popma (2019) 1 4 725 9 E72 _.—:—— 0.42 (0.13, 1.35) 3M
NOTION Thyregod (2015) 1 3 142 5 134 _.':—— 053 (0.14, 2.38) 44
PARTMER 3 Mack (2019) 1 2 455 3 454 € L 0.37 (0.07, 1.89) 450
STACCATO Nielsen (2012) 1 2 34 0 36 —:——l 5.00 (0.25, 100.63) 0.43
Subtotal (l-squared = 0.0%, p = 0.470) @- 0.56 (0.27, 1.15) 17.35
:
I
12 month I
Evolut Popma (2019 12 17 725 20 673 —b'— 0.80 (0.42, 1.51) 17.81
NOTION Thyregod (2015} 12 7 142 10 134 _‘I—_ 0.63 (0.26, 1.73) 3879
PARTMER 3 Mack (2019) 12 5 495 1 454 —— 0.42 (0.15, 1.21) 9.86
Subtotal (l-squared = 0.0%, p = 0.504) O 0.67 (0.42, 1.07) 3646
I
24 month |
NOTION Sondergaard (2018) 24 11 142 13 134 _"_ 0.81 (0.38, 1.78) 11.456
60 month i
NOTION Thyregod (2019) 60 40 145 33 135 ':'.— 0.95 (0.65, 1.42) 3473
I l I
052 event=s THA .1 ; 3
Favours TAVR Favours SAVR

I8 3.4 = NMelEE M MYE
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2.3.1.2 HEHA #3H NSE

A&7 = AFg2] 2= NOTION 7+, Evolut 917, PARTNER 3 917 25 414 91, v] A3t

AFHAIZESH A, B 5), Aleat IR APY, FRAHAY dlSoHA] Eet AR 9 ARjIEE Y

Ao g2 AoJ519 1, STACCATO HF-= X u5lal JA] eqtct.

H AFTELS 3709 AFolA 309, 19, 24, 54 23S HUsHY, o] & ghdo] 7Hsgt
19 2399t A83HA T ArgEe] tigt wlebHEA 23k 309 A8 8A T AFTES
B30 AEIA AFFE RR 0.47, 95% C10.21~1.04, 1=0.0%), 18 A E7A

0] SAVR=Ee] B]o] BA A 0= 3-ofohA Wtth(1d AE8A & AFE RR

0.56, 95% CI 0.34~0.95, 1*=0.0%).

24, 59 AEEA B AFFES NOTION Aol Aet sl & w7t A3 34| T A&

Zo)7} glckal B ki),

o>,

o
@ 2
e

>
flooa el
T
o
0
ok
Wi
K
N
N
EQ

il
i,
S
of
1
flo
—
i<:
M
(o]

Trial Author(Year) Month T Event T N 5 Event 5 N RR (95% CI) Wi.ight

1 month |

Evolut Popma {2019y 1 4 725 9 678 —.+— 0.42(013,135) 922

MOTION Thyregod (2015) 1 3 142 5 134 _.:__ 0.58 (0.14, 2.36) 508

PARTHMER 3 Mack (2019} 1 2 496 4 4546 - : 0.46 (0.08, 250) 414

Subtotal (l-squared = 0.0%, p =0.944) ""-‘-:} 0.47 (0.21, 1.04) 1844
I

12 month :

Evolut Popma (2019 12 12 725 18 §78 +_ 0.63(0.31,1.30) 18.41

MOTION Thyregod (20158) 12 3] 142 10 134 _.i__ 0.58 (0.22, 1.56) 10.08

FPARTMER 3 Mack (2019} 12 4 496 9 454 _.—;—— 0.41(0.13,1.33) 929

Subtotal (l-squared = 0.0%, p = 0.830) <:> 0.56 (0.34, 0.95) 37.79
I

24 month :

MOTION Sondergaard (201624 9 142 12 134 _:.'_ 0.73(0.32 1.67) 1213
I

60 month |

MNOTION Thyregod (2019) 60 20 145 iy 135 +.— 0.92 (0.58, 1.45) 31.64
l

*%E events T I T

A 1 3
Favours TAVR.  Favours SAVR

8 3.5 a5 M A 2 ANTE
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NEC/\ 22 "o o 20x tisume

2.3.2 HEF S MFeH Ard 2
2.3.2.1 TH| LS At Le(Neurological event - any)

AA A7 Abd FAYE-S NOTION A9 309, 14, 24¥ A= B 15191, =% TAVRTH

O 0]5} zlolx
SAVRZE A2 2.2 Fofet Aol it
%
Trial Author (Year) Month T_Ewvent T_N S _Event S_N RR (95% CI) Weight
1 month
NOTION  Thyregod (2015) 1 4 142 4 134 ——&———— (95(024, 371) 1814
12 month
NOTION Thyregod (2015) 12 7 142 8 134 —*— 0.83 (0.21, 2.24) 36.13
24 menth
NOTION  Sondergaard (2016) 24 13 142 10 134 — 1.21 (0.55, 267) 4573
T T

1 1 4
Favours TAVR Favours SAVR

18 3.6 &= N

HJ
ol
gl
N
ol

1=

>
|
18
|
=
mn

2.3.2.2 HH| HES LUS

37]9] Aol A 30, 14, 24, 54 23S H1519, o] 5 T4do] 7Rs3t Al
2 A Ay 304, 19 A4 HEF THES 5% TAVRTT SAVR=ZH
AH o g JoJ5t 2pol7} itk &, 30Y HA HEF HAAEY %= 52.6%F o] A4 Ygo] I

N
(@}
e
o
)
i)
8
oo
=
iul
r{E:

= 1 Q =] > = = 2_ .
A SfAlol] 20171 B e 530 AA HES AYE RR 0.74, 95% C10.46~1.19, 1°=52.6%;
= 2_
19 AA =&F EAE RR 0.77, 95% CI 0.51~1.15, 1°=27.0%).
5 == =0 =] = > = =2 0 3
24, 59 AA| HEF EYES NOTION AHolAvt HAstial, & w7t A4 HES IS Aol 7}
ATk B st
%
Trial Author (Year) Month T_Event T_N S_Event S_N RR {95% CI) Weight
1 month .
Evolut Popma (2019 1 25 725 23 678 —— 1.02 (0.58, 1.77) 2214
NOTION Thyregod (2015) 1 2 142 4 134 —————1—— 0.48 (0.09, 2.57) 3.80
PARTHNER 3 Mack (2019) 1 3 496 11 454 ———e— 0.25 (0.07, 0.91) 1060
Subtotal (l-squared =562.6%, p = 0.121) <F’ 0.74 (0.46, 1.19) 36.56
1
12 month E
Evolut Popma (2019)* 12 30 725 29 678 —:"— 0.97 (0.59, 1.60) 27.89
NOTION Thyregod (2015) 12 4 142 8 134 —.':—— 0.64 (0.18, 2.22) 570
PARTNER 3 Mack {2019) 12 5} 496 14 454 —_— 0.40 (0.15, 1.03) 13.49
Subtotal (l-squared =27.0%, p = 0.254) <;':=- 0.77 (0.51, 1.15) 47.09
'
24 month E
MNOTION Sondergaard (2016) 24 5 142 T 134 _.:—_ 0.69 (022, 2.11) 665
1
60 month E
NOTION Thyregod (2019) B0 13 145 10 135 —— 1.19 (0.54, 2.64) 9.71
* % 2 event=s= ZHAF _5? 1 :1
Favours TAVR Favours SAVR

8 3.7 = MPEE X HES HHE
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21715t H &350 it H 97|52 909 A1 4% Rankin scale 273 ©JAle] A4 Rankin scale 57}

AP WSS RS 3710 ATl 302, 19 ArhE Bastel, ek At 309, 19 A2
5% PSS TAVRZO] SAVRZ] 1]} $A2 0.2 fofsb] v Wekeh30% A4 Has B8

RR 0.40, 95% CI 0.16~0.99, 1*=12.1%; 1d AzFs} ¥&= 9485 RR 0.33, 95% CI 0.14~0.78,
12=0.0%).

Trial Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) W:{;ght
1
1 month i
Evolut Popma (2019)* 1 4 725 12 678 _":_ 0.32(0.10, 0.97) 33.78
PARTNER 3 Mack (2019) 1 0 496 2 454 (_"E__ 0.18 (0.01, 3.82) 7.14
STACCATO Nielsen (2012) 1 2 34 1 36 _E__'_ 2.06 (0.19, 21.69)2.70
Subtotal (l-squared=12.1%, p = 0.321) <> 0.40 {0.16, 0.99) 43.62
g
12 month E
Evolut Popma (2019)* 12 6 725 16 678 _?_ 0.36 (0.14, 0.90) 44.97
PARTNER 3 Mack (2019) 12 1 496 4 454 _.'i_— 0.23 (0.03, 2.05) 11.41
Subtotal (l-squared=0.0%, p =0.720) <> 0.33 (0.14, 0.78) 56.38
1
T T

* 002 event: SHAH 01 ; 2

Favours TAVR Favours SAVR

J8 3.8 2 Melda dlct HES HYE

2.3.2.4 U3 3{&M YXKTIA, transient ischemic attack) &S

Mg 518/ HZF9] o712 24417 H|Rte] 41754 Aol s A olst it

Uil 3128 WA E 3709 Oﬂoﬂxﬂ 30, 149, 24, 59 AIHE HIsH, o] 5 /o] 7Fsdh
A2 30Y, 19 At wiekRA] 2330, 19 YaMd 5184 3 A1 S-S TAVRT T SAVRZZH
AR R Folgt Aol7} ¢ MWSOC’] A3 SEA = 2APE RR 0.73, 95% CI 0.27~1.94,
1°=26.7%; 19 Y34 3|84 2 8% RR 0.98, 95% CI 0.53~1.83, 1°=0.0%).

24, SLﬂ Ut 518/ WA WAYE-2 NOTION Aol Aet B skl ar, 24, 59 Ao o184 W2t
S W 5 7 2o 7} ikl B ool
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%

Trial Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) Weight

1 month

Evolut Popma (2019)* 1 4 725 5 678 — 0.75(0.20,278) 1344

NOTION Thyregod (2015) 1 2 142 0 134 ——F—® 466 (0.23,96.09) 1.35

PARTMNER 3 Mack {2019) 1 0 496 3 454 & 8——— 0.13(0.01,254) 949

Subtotal (I-squared =26.7%, p = 0.256) <:|'> 0.73(0.27,1.94) 2428

12 month

Evolut Popma (2019)* 12 12 725 12 678 —e— 0.94 (042, 2.07) 3227

NOTION Thyregod (2015) 12 3 142 2 134 —*—— 141(024,829) 537

PARTNER 3 Mack {2019) 12 5 496 5 454 — 0.92(0.27, 3.14) 1359

Subtotal (I-squared =0.0%, p = 0.912) <> 0.98 (053, 1.83) 5124

24 month

NOTION Sondergaard (2016) 24 8 142 4 134 —T®— 184(057,597) 1085

60 meonth

NOTION Thyregod (2019) B0 9 145 5 135 T+ 164 (0.56, 477) 1364

* — I T

% 2 events= ShA 01 1 9
Favours TAVR Favours SAVR
O3 3.9 = N TIA YHE

2.3.3 72 HE HH5S UME
8 BT PEE0] Hor1EL oE v, YT 29 Bl Y BT BB S0 AT Al
R EE A7 23, W S1 ARl o] BashAL uzleln &g ks
ARSA), A G BT Al T AR Al 29 24 E= SR Hofsloit,
8 T T WIE2 370 AollA 30, 1 Z3HE Harstlar, ek 23309, 19 F8
I TS PYES TAVRT I SAVRIE EAZ 0= [zt Aol 7 gIItH30Y 8 B 5
43S RR 1.40, 95% CI10.89~2.19, 1*=0.0%; 1 9 3+ 315 45 RR 1.25, 95% C10.79~1.98,
1*=0.0%)

Trial Author (Year) Month T Event T N S Event S_N RR (95% Cl) Weight

1 month i

Evolut Popma(2019)* 1 28 725 22 678 B 1.18(0.68, 2.05) 35.39

NOTION Thyregod (2015)t 2 & 8 142 2 134 i i . 3.63(0.78,16.78)3.26

PARTNER3 Mack (2019) 1 11 496 7 454 —_ T 1.43(0.56, 3.65) 11.38

Subtotal (l-squared =0.0%, p = 0.398) ‘q> 1.40(0.89,2.19) 50.03

12 month i

Evolut Popma(2019)* 12 28 725 24 678 _':_ 1.09(0.64, 1.86) 38.56

PARTNER3 Mack (2019) 12 14 496 7 454 __f_'_ 1.81(0.74,4.44) 11.41

Subtotal (I-squared =0.0%, p = 0.341) <$ 1.25(0.79,1.98) 49.97

T * T
“%E events: 24, T UUAl ZHE 1Y AT BN BAY 2 1 17
Favours TAVR  Favours SAVR
J 310 5 KMoz T2 g 283 UyE
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FolE 2ok 222 Fooith ABA 22 E= 8

/A G/ A (vasopressors)/TE=S °F
5
=

FQ E£¥9 4
A7, W, A 5)
hemoglobin = 5 g/dl 4 £+ RBC

19
N
HN
o
ox
oH.
fjo
it

o
rr
e
ek

9 £ HBEL M9 ATolA 3093 19 ZIE Basta, HlekHE F3 30, 19 A HE

= oz £ HAYE-S TAVRTO] SAVRO H|5] BA1Z 02 foloHA| Wokout, 30 Axte] 177h
80%= oA/ o] ot 23} siAo] 3971 DR stH30Y FB A T oz 28 WIERR
0.28, 95% CI 0.21~0.38, 1°=80.5%; 1d AP HE &= Fofjz &8 TAE RR 0.36, 95% CI
0.27~0.47, 1*=0.0% ).

o

Yo

Trial Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) W;ight
i

1 month !
'

Evolut Popma (2019 1 17 725 51 678 _I._ 0.33 (0.19, 0.56) 14.36
'

NOTION Thyregod (2015)1 24 16 142 28 134 —— 0.59 (0.33, 1.04) 7.72
'

PARTHNER 3 Mack (2019) 1 18 496 111 454 —@— 0.18 (0.11, 0.29) 29.51

Subtotal (l-squared =80.0%, p = 0.007) <> 0.28 (0.21, 0.38) 51.59
'
i

12 month :
'

Evolut Popma (2019 12 23 725 &0 678 —— 0.38 (0.24, 0.61) 16.86
'

PARTNER 3 Mack (2019) 12 38 496 17 454 _i'_ 0.35 (0.25, 0.49) 31.56

Subtotal (l-squared =0.0%, p = 0.775) <> 0.36 (0.27, 0.47) 48.41
1

* %2 event= =hAH T 21

o

Al ZTHE NS A EAH e 1 1

Favours TAVR Favours SAVR

J8 311 2 Mg Y32 e 30 2y =2 TYE

WAL A QJA5]o) A =9] S0 F5E(moderate) OJAFS WA O &2 A olstal
=
=

=
T =
THIF-9] o= SIS PARTNER 3 A70149 309, 141 4TS Busioly
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Tral Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) V\?%ght
T
1 month i
PARTNER 3  Pibarot (2020) 1 4 487 0 421 7 - Y 112 (0.42, 142.96) 19.64
12 month E
PARTNER 3  Pibarot (2020) 12 3 466 2 381 I L ar— 1.22(0.21,7.29) 80.36
I : I
2 1 90
Favours TAVR Favours SAVR
73 3.12 & X282 tisY Marx2| g F(Paravalvular Aortic regurgitation) HM4E

2.3.5.2 M| S mar A= (Total aortic valve regurgitation) HAIE

A et AF YA 49304 =9 stofl S5 E(moderate) oVd= WY st
AT AA tiewu A& WSS 37 AolA 30, 19, 24, 349, 44, 59 e
HY3IR 1, o]F wEREA o] 7Rs3t A2 30, 14, 24 A3ich WiekE A Ax} 30, 14, 24
A disme 9% SH3E-S TAVRTO] SAVRTO] H]3| 541202 R-o5H &30 A
s aal o7 9E RR 6.23, 95% CI 2.20~17.66, 1*=0.0%; 19 A4 disdwe 45 Y5
RR 4.24, 95% CI 2.00~8.96, 1°=32.8%; 2\ %A tisdwat &5 2YE RR 11.78, 95% CI
2.27~61.12, 1*=0.0%).

J%ﬂl
1:!

34, 443, 59 AA gisgh 47 WSS NOTION A7olAet B 151991, 39 LAYE-S TAVRTO]
SAVRO H|sH B =401, 44, 59 Aif= F 24F 2ol 7t it
%
Trial Author (Year) Month T Event TN S _Event S_N RR (95% CI) Weight

1 month !
Evolut Popma (2019) 1 25 709 3 626 —_— T14(2.17,2354) 1857
PARTNER 3 Pibarot (2020) 1 4 490 1 8 —T—+— 347(0.39,3096) 6.15
Subtotal (l-squared=0.0%, p =0.568) "‘::‘::"'" 6.23(2.20, 17.66) 24.72
12 month |
Evolut Popma (2019) 12 18 415 5 340 — 287(108,765) 3198
NOTION Thyregodé2t}19)‘ 12 19 121 1 113 —_— 1547 (2.10,113.82) 6.33
PARTNER 3 Pibarot (2020) 12 5 470 2 B 2.06 (040, 10.55) 1261
Subtotal (l-squared=32.8%, p=0.226) {j"" 4.24(2.00,8.96) 5092
24 month :
Evolut Popma (2019) 24 4 89 0 63 o ’ 778(0.43, 14182) 308
NOTION Thyregod (2019)* 24 17 123 1 112 —_— 13.72 (1.85,101.54) 6.36
Subtotal (I-squared =0.0%, p = 0.751) —_— 11.78 (2.27,61.42) 9.44
36 month |
NOTION Thyregod (2019)* 36 9 109 1 107 — 8.24(1.06,63.95) 6.00

|
48 month :
NOTION Thyregod (2019)* 48 6 100 1 99 - 566 (0.69, 46.19) 591

|
60 month 3
NOTION Thyregod (2019) 60 7 85 0 84 —* > 13.71 (0.79, 236.43) 3.00

\ T
* 0 Z events: EHAb i 1 90
Favours TAVR Favours SAVR

2 3.13 = XM MA| HsHOoar A= (Total aortic valve regurgitation) M E
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dEHu B AlE JIES HAGL)T hedue] ¥ L 1A, FH2Y 5 544
s ag sh 92 Foslsct

7Fset Al 30, 1 At HeHEy Fat 30°‘ 1L4 1'415%* what 1 YAlES TAVRE-
SAVRZF SAIH & FOfgt 2to)7} YIATH30Y e ekt #HA A& I8E RR
0.19~4.62, 1’=0.0%(27] A7 F o 25 34 07)); 19 s oiwhet o AAl& “c‘ig RR 1.24,
95% CI 0.43~3.55, 1?=0.0%).

C)
o
~
O
0
IS
@)
—_

23, 5 thswaal 3 YAl PSS NOTION AFolAvt B sty 2 thswaal vk
PAEL F o B5F 070191, 59 it I YAEL F 7t 723t Zfo| 7} glict.

Trial Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) Wéight

1 menth i
1

Evolut Popma (2019)* 1 3 725 3 678 I 0.94 (0.19, 462) 29.90
1

NOTION Thyregod (2015) 1 0 142 0 134 : (Excluded) 0.00

PARTNER 3 Mack (2019) 1 0 496 0 454 ' (Excluded) 0.00

Subtotal (l-squared=.%,p=.) '<:.|.:=' 0.94 (0.19, 4.62) 29.90
1

12 month E

Evolut Popma (2019)* 12 5 725 4 678 _.._ 1.17 (0.31, 4.33) 39.89

PARTNER 3 Mack (2019) 12 3 496 2 454 —'I'_ 1.37 (0.23, 8.17) 20.16

NOTION Sondergaard (2016) 12 0 142 0 134 ' (Excluded) 0.00

Subtotal (l-squared =0.0%, p = 0.887) <> 1.24 (0.43, 3.56) 60.06
1

24 month :

NOTION Sondergaard (2016) 24 0 142 0 134 ! (Excluded) 0.00
1

60 month i

NOTION Thyregod (2019) 60 3 145 1 135 ———— 276 (029, 26.19) 1005
1

* - T T

%2 event= ZhAt 01 1 30

Favours TAVR Favours SAVR

I3 3.14 & Mg WU 23 MAlsE

T ASEAA TS AdAI S Ty B A Ed SV 284 ooz A elsiint.

B4 AEA IR EL- 47119 ATtof| A 30, 14¥ XS 5, o] 5 TAlo] 7Rs3H AlE2 30
ZAQict wekE A 23} 30Y 34 AEA YL TAVRTE0| SAVRE]| H]3f| 54|12 02 §-9I5H
Q FA A=A HAEE RR 0.30, 95% CI 0.16~0.58, 1°=6.4%).

149 24 AAEAF HRRIEC Byolut Ao ARt B 1811, TAVRZEC] SAVREO] H&] Watct.
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Hd

%
Trial Author(Year) Month T_Event T_N S _Event S_N RR (95% CI) Weight
1 month i
Evolut Popma(2019)* 1 7 725 19 678 — 0.35(0.15,0.83) 34.32
NOTION Thyregod (2015)t < 1 142 9 134 —————+—— 0.11(0.01,0.87) 1587
PARTNER3 Mack (2019) 1 2 496 8 454 ———er———  0.23(0.05,1.09) 1463
STACCATO  Nielsen (2012) 1 1 34 0 36 —————> 3.08(0.13,73.23) 0.87
Subtotal (I-squared =6.4%, p = 0.361) < 0.30(0.16,0.58) 6568
12 month i
Evolut Popma(2019) 12 7 725 19 678 —_— 0.35(0.15,0.83) 34.32
" %= event= ThiH T /Al Z0HE 170 AE oF A 2HE gt 01 I 2
Favours TAVR Favours SAVR
O3 3.15 5 XMelgx 84 AMEEY 2dE
2.3.8 MZZAM(myocardial infarction) Y4
A 273 0] A Ol= B Sk L AAA|Y(Valve Academic Research Consortium, ©]5F VARC)S]
7120l we 72417t o] ol AT A AT 72417) ol o] wralEl A4S Hojshait.
AL PSS 3719 AtollA 30 4, 59 A3E A5l AL, o] 5 §/o] 7he Rt AR
30¢, 19 Agict. HiekEA 2 30°‘ 1L=1 A7 R TAVR-T} SAVREHB5AIK 0 2 -oJ%h
2o 7} AATH30Y A8 4 HHE RR 0.66, 95% CI 0.35~1.23, 1%=0.0%; 1 A44 T3E
0.74, 95% CI 0.43~1.28, 1>=0.0%).
9, 5 AZA TE-2 NOTION FollAlet HArsielr, w7 8A|1 2 0 &2 -Fofet Zfol7} it
Yo
Trial Author (Year) Menth T_Event T_N S_EventS_N RR (95% Cl} Weight
1 month i
Evolut Popma (2019)* 1 725 9 G678 —— 0.73 (027, 1.95) 12.88
NOTION Thyregod (2015) 1 142 8 134 ——e—1— 0.49 (0.15, 1.58) 11.25
PARTNER 3 Mack (2019) 1 496 6 454 — 0.77 (024, 2.49) 868
Subtotal (l-squared =0.0%, p = 0.836) <::’ 0.66 (0.35, 1.23) 32.80
I
12 month i
Evolut Popma (2019)* 12 12 725 11 G678 —r"_ 1.02 (0.45, 2.30) 1577
MNOTION Thyregod (2015) 12 142 8 134 _'T— 0.60 (020, 1.80) 11.29
PARTNER 3 Mack (2019) 12 496 10 454 ——@—— 0.55 (020, 1.51) 14.41
Subtotal (l-squared =0.0%, p = 0.592) <‘:.:> 0.74 (0.43, 1.28) 41.47
I
24 month !
MNOTION Sondergaard (2016) 24 142 8 134 —I'— 0.83(0.31, 2.24) 11.36
60 month i
MNOTION Thyregod (2019) 60 11 145 10 135 —:'T_ 1.02 (0.45, 2.34) 1437
1
% I I | |
% 2 event== =ZHA R 1 3
Favours TAVR Favours SAVR
J3 3,16 =& Moz 24 A3 4dE

2.3.9 MHiN|S(atrial fibrillation) YWAE
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o]

AHAE2 AEA EA8TH AAlE O 2 st on, 30, 19, 24, 519 AE B 15t} o] F
/do] 7Fsst A2 30, 19 ZHGiet WekEA 23 304, 149 A3AlE 2882 TAVRTO]
SAVR<] H]5fl BAIH 02 FolstA Rotth. o, 308 = 74.2%, 14 "= 74.3%2 0|24 H3o]
Qlo] Aufs|Aof 217 P 8330 AAlE HAYE RR 0.26, 95% C10.21~0.32, 1%=74.2%; 14
AMAE EE RR 0.31, 95% CI 0.26~0.38, 1%=74.3%).

29, 59 AAlE TR E2 NOTION ol ARt B 16k 11, B5 TAVR+o] SAVR=ol| Hlaf AlgAlE
A Eo] Woltt.

%
Trial Author (Year) Month T_EventT_N S_Event S_N RR (95% Cl} Weight
1 month |
Evolut Fopma (2019)* 1 56 725 240 678 —e 027 (0.21, 0.36) 21.71
NOTIOM Thyregod (2015) 1 24 142 T 134 - 0.40 (0.26, 0.60) 667
1
PARTNER 3 Mack (2019) 1 21 417 145 360 —&— 0.17 (0.11, 0.26) 1313
Subtotal (l-squared = 74.2%, p =0.021) < 0.26 (0.21, 0.32) 41.50
I
12 month i
Evolut Fopma (2019)* 12 71 725 260 678 —f— 032 (0.25, 0.41) 23.48
NOTIOM Thyregod (2015) 12 30 142 79 134 :+ 0.47 (0.33, 0.68) 694
PARTNER 3 Mack (2019) 12 29 496 1580 454 —@— 022 (0.15, 0.33) 1372
Subtotal (l-squared = 74.3%, p =0.020) <;> 0.31 (0.26, 0.38) 44.15
1
24 month i
NOTION Sondergaard (2016) 24 32 142 80 134 :+ 0.49 (0.24, 0.70) 7.06
60 month E
NOTION Thyregod (2019) 60 34 145 82 135 ! —— 0.50 (0.36, 0.71) 729

-

* 0= event=s= ZhA

Fawvours TAVR Favours SAVR

J8 317 2 Mg HYMS 2YE

2.3.10 ML=t (endocarditis) HAME

At TAAE2 371 704 309, 19, 59 A BAlsklal, 94go] 7Rt A2 304, 14
ARt vERES A3, 309, 19 AW 2SS F 7 A7t (302 Ave 3 E
RR 0.93, 95% CI10.19~4.59, 1’=0.0%: 1 A2t A& RR 0.80, 95% C10.27~2.36, 1°=0.0%).

= -1
519 Aot EE2 NOTION A3t Hustglar, 7 w3k 2ol Qlgleh.
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Yo

Trial Author (Year) Month T_EventT_MN S_Event S_N RR (95% Cl) Weight
1 month
Ewvolut Popma (2019)* 1 1 725 1 G678 — 0.94 (0.06, 14.92) 6.21
MNOTION Thyregod (2015) 1 1 142 ] 134 —T*—3 2.81 (0.12, 68.45) 310
PARTHMER 3 Mack (2019) 1 ] 496 1 454 ———— 0.31 (0.01, 7.49) 9.M1
Subtotal (l-squared =0.0%, p = 0.629) <:>‘ 0.93 (0.19, 459) 1872
12 month
Ewvolut Popma (2019)* 12 1 725 3 678 ———— 0.31 (0.03, 3.00) 1862
MNOTION Thyregod (2015) 12 4 142 2 134 —1®— 1.86(0.35, 10.01) 12.45
PARTMER 3 Mack (2019) 12 1 496 2 454 e 0.46 (0.04, 5.04) 1254
Subtotal (l-squared =0.0%, p = 0.398) <> 0.80 (0.27, 2.36) 4361
60 month
MNOTION Thyregod (2019) 60 2] 145 [5] 135 - 1.37 (0.50, 3.76) 3767

%= o= ZhA ' I
sventas = 01 1 15

Favours TAVR Favours SAVR

J8 3.18 = MY AUHAUG YE

2.3.11 g7 AEkzE7| &42(permanent pacemaker implantation) W4E

BT s 4TI 3719 Aol A 309, 14, 2, 5W Aakg B 15t9l, o] 5 HeHRAo] 7Hs et
AL 30Y, 14 Ao} welsis Ay 30 AT AlERE 7] A1) Y-S TAVRT0] SAVRIO]
B8] AR FosiAl E9kort I77h 80% oo o]FA Ygo] kol AsAdl Folvt
H 25H30% B AEFs7] A TAYE RR 2.80, 95% CI 2.12~3.70, 1°=80.6%: 1'd B+ 48571
AR HAYE RR 2.63, 95% CI 2.03~3.40, 1°=85.3%).

|, 54 g AEs7] 4] HPIE-S NOTION Atof| A gt B 11519 37, TAVR=C] SAVRe]| B3|
o] =9ttt

Trial Author (Year) Meonth T_Event T_N S$_Event S_N RR (95% CI) Weight

1 month .

Evolut Popma (2019)* 1 126 725 41 678 —-- 2.60 (1.85, 3.64) 27.58
1

NOTION Thyregod (2015) 1 46 142 2 134 ! —®—— 1664 (411,67.36) 144

PARTNER 3 Mack (2019) 1 32 496 18 454 T 1.59 (0.90, 2.79) 11.80

Subtotal (l-squared =80.6%, p = 0.006) <.> 2.80(2.12, 3.70) 40.82
1

12 month i

Evolut Popma (2019)* 12 141 725 45 678 —.:' 262 (1.90, 3.61) 30.44

NOTION Thyregod (2015) 12 51 142 3 134 ! —_— 12.07 (3.85, 37.87) 218

PARTNER 3 Mack (2019) 12 36 496 24 454 1@ 1.35(0.82, 2.23) 15.69

Subtotal (l-squared =85.3%, p = 0.001) C? 2.63 (2.03, 3.40) 48.30
1
1

24 month !

NOTION Sondergaard (2016) 24 55 142 5 134 —— 7.76(3.19, 18.89) 364
1

60 month .

NOTION Thyregod (2019) 60 58 145 10 135 —— 414 (2.19, 7.83) 7.24
1

— T T
%2 events= BHAt 81 68
Favours TAVR Favours SAVR

% 3.19 & Mgz G U3 HUS7| MY HdE
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2.3.12 Cjzoal 23 1§l l(aortic valve hospitalization) LS
U2 skt gk I E A5 9 SR of 2H A AR, R, FHE Al AR
= Zooks thauet T PS5O QI HAEA QJYo R o5ttt

AALL 2709] AtollA 30Y, 19 AIE HstY, weREs At 309, 19 AYY SYES
TAVRC] SAVRZO] H|5] EAZoZ 995t IH30Y AAY 288 RR 0.53, 95% CI
0.33~0.86, 1>=0.0%; 18 YL TYE RR 0.61, 95% CI 0.44~0.83, 1°=0.0%).

%

Trial Author (Year) Month T_Event TN S_Event S_N RR (95% CI) Weight

1 month E

Evolut Popma (2019 1 9 725 17 678 *— 0.50(0.22, 1.12) 12.26

PARTNER 3 Mack (2019) 1 17 496 29 454 —_— 0.55 (0.31, 0.99) 20.97

Subtotal (I-squared =0.0%, p = 0.849) '<:> 0.53 (0.33, 0.86) 33.22

12 meonth |

Evolut Popma (2019 12 23 725 44 678 —_—— 0.50 (0.31, 0.83) 31.43

PARTNER 3 Mack (2019) 12 36 496 49 454 —E—O— 0.69 (0.46, 1.05) 35.35

Subtotal (l-squared =0.0%, p = 0.330) <> 0.61 (0.44, 0.83) 66.78
" o | ' |

%= events= ZHAt 2 1 2

Favours TAVR Favours SAVR

O3 3.20 == Mg HSUIOr 2 U ZYE

2.3.13 &9 E(quality of life)

2.3.13.1 KCCQ(Kansas City Cardiomyopathy Questionnaire) overall summary

KCCQ A= 0~1007 02 /34 419] A &7 eto|n, AT = 7| A1kl HskdE Harstgit
KCCQ A4 wstare 2719 AtollA 309, 149 A3HE B st wleHE A3, 309 KCCQ H4
HsleRe 54|14 0 2 FolabA TAVREC] SAVRO] Bl 15.997 T EQFAITE, %= 94.1%2 0|24
Ado] Eol Ausdo] Fo7F FQsitH30Y KCCQ H4 ¥skF WMD 15.99%, 95% CI
15.87~16.11, 1*=94.1%). 1 KCCQ 4= Hslefe 5412 0 2 -§-o]51A] TAVRT-C] SAVRTO] H3]
274 9 E9tH(1¥ KCCQ #4= ¥k WMD 2.003, 95% CI 1.88~2.12, 1°=0.0%).
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Trial Author (Year) Month TN T Mean T_SD SN S_Mean S_SD WMD (5% Cl) Weight
1 month i
Evolut Popma (2019) 1 M3 22 211 6% 91 223 i 11.10 (8.78,13.42) 0.13
PARTNER 3 Mack (2019) 1 496 185 83 4H4 25 105 i & 1600 (15.88,16.12) 49.01
Subtotal (l-squared =94.1%, p =0.000) ' ’ 1599 (15.87,16.11) 49.14
12 month !
Evolut Popma(2019) 12 428 222 203 347 209 2 - 130(-163,423) 008
PARTNER 3  Mack (2019) 12 496 194 87  4H4 174 99 N ' 200188 212) 5077
Subtotal (l-squared =0.0%, p = 0.640) ﬂ 200188 212) 5086

T : T

20 17

Favours SAVR Favours TAVR

3 3.21 & MU KCCO overall summary HsHEf

2.3.13.2 SF(Short Form Survey)-36 X< tHs}2f

SF-36-& 0~1007 0.8 9% 4] 4 S wtch SF-36 A7H= PARTNER 3 75t B 16k, 414
Il i e o R s R o SR A 7 L

SF-36 414 24 WISt 302 AL TAVRIZo] SAVRZ] Hlall & 47 e9kar, 671, 19 Ak
= 24 AJol7} GI9IT. SF-36 AAIA B MatEe 309 A1 TAVRIO] SAVRZS] vl v 4471
94, 6719, 19 B T 270 o]t e,

%

Trial Author (Year) Month TN T_Mean T.SD SN S$_Mean 5_SD WMD (95% Cl)  Weight
1 month i
PARTNER3 Baron(2019)f 1 483 34 897 417 A 1094 —— 330(1.98 462) 2949
6 month i
PARTNER3 Baron(2019)f 6 476 35 8349 394 45 9621 —0— -1.00 (-2.21,021) 35.07
|
12 month :
PARTNER3 Baron(2019)f 12 473 35 8817 3 4 908 —'--r 0.50 (-1.70,0.70) 35.44
T : T
1 95% CIZ SD A4 -3 0 i
Favours SAVR Favours TAVR

T3 3.22 & NS SF-36 HAIX Mo HAR
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%
Trial Author (Yearj  Month TN T Mean T80 SN §_Mean 5_8D WMD (95% Cl)  Weight

1 month

PARTNER3  Baron (2019)f 1 419 5 1816 48 27 8846 - 1.70(6.60, 8.80) 34.51

6 month

PARTNER3  Baron (2019)f i 474 59 83 33 8t 8092 ™ 0.80(-0.30, 1.90) 34.19

12 month

PARTNER3  Baron (2019)f 12 469 52 883 W9 0§ g8 -+ 0.20(-0.97, 1.37) 30.11

1 95% CIZ SD AlM I3 0 | 1‘2
Favours SAVR Favours TAVR

12 3.23 2 NS SF-36 MAK X4 ol

2.3.13.3 EQ-5D(EuroQol-5D) M4 Hatz

EQ-5D(EuroQol-5D) 0~1H92 744 419 2 E72 PARTNER 3 A7olAe Halre
B UBI9IE. 309 A TAVRZe] SAVRZ] vle} EQ-5D 44 Wiajepol ARl Ao Helon,
67hE, 14 AR E 5 22k Aol gl AR moir

%

Trial Author (Year) Month T_N T_Mean T_SD S_N 5_Mean S_SD WMD (95% Cl) Weight
1 month
PARTNER 3 Baron (2019)f 1 484 06 112 419 -0 57 . —— 0.07(0.05 0.09) 3321
6 month .
PARTNER 3 Baron (2019t 6 477 05 M 390 05 151 — 0.00 (-0.02, 0.02) 33.39
12 month :
PARTNER 3 Baron (2019t 12 475 04 111 391 04 151 —‘—E 0.00 (-0.02, 0.02) 33.40

T : T
1 95% CIZ SD H At -1 0 1

favours SAVR Favours TAVR

I8 3.24 = Mg EQ-5D M HalH

2.3.14 NYHA(New York Heart Association) class

HFEAZE 5] (New York Heart Association, ©]5F NYHA) 5= 355 oA WA o & A o519t
NYHA class 3552 AAES 0l A5t Aleko] a1, 4 wi= HRISHA|TE 2Fthe] Ehof| = FAFI Yok
AHE Qulgitt. 3719 AolA 30, 3704, 149, 24 AIE sk, o] 5 HEREA o] 7hsgh
AL 309, 14 ARk HERLA Ay} 309 NYHA class 3 o4 BHAYE-2 TAVR0] SAVRO
H|3] SA412 0 2 5-ol5H4] ¥kl (30¥ NYHA class >3 2435 RR 0.23, 95% CI 0.13~0.39, 1°=0.0%)
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1¥ A= & 7272071 A1 NYHA class >3 243 .02, 95% C1 0.51~2.07, 1>=0
37§¢, 2d A¥= NOTION A9 BH Vs, F w7 5AF 02 F-ofgt 2fo)7} gl A3k

0.0%).
HA.

%

Trial Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) Weight
1 month i
Evolut Popma (2019) 1 12 706 30 305 —— | 0.20 (0.10, 0.38) 47.96
PARTNER 3 Mack (2019) 1 ] 493 19 433 _'_i 0.29 (0.12, 0.71) 23.82
Subtotal (l-squared = 0.0%, p = 0.518) = 0.23 (0.13, 0.39) 71.78
3 month i
NOTION Sondergaard (2016)* 3 7 135 4 115 T 147 (044,489) 520
12 month E
Evolut Popma (2019) 12 8 428 4 342 ————— 150 (048,523) 533
NOTION Sondergaard (2016)* 12 4 132 4 120 — ¢ 091 (0.23,357) 5.00
PARTNER 3 Mack (2019) 12 5 480 ] 407 —_— T 071 (0.22,231) 774
Subtotal (l-squared =0.0%, p = 0.632) E":::} 1.02 (0.51, 2.07) 18.07
24 month i
NOTION Sondergaard (2016)* 24 4 123 4 114 — T % 093(0.24,363) 495
* %2 eventz: ShAb |1 1 5\
Favours TAVR Favours SAVR
1% 3.25 & XNA™-Z NYHA class >3 LME
2.3.15 6& &7| Ay
0% 7] Z¥= PARTNER 3 A7olARt Ha15037, 309 2= TAVRC] SAVR] H]sfl =2
s B, 16 A= F 27 Zpol7} glaitt.
%
Trial Author (Year) Month TN T Mean T_SD SN §_Mean 5_5D WMD (5% Cl)  Weight
1 month i
PARTNER 3 Mack (2019) 1 8 172 463 4 152 6 i * 3240 (3169, 33.41) 5042
12 month :
PARTNER 3 Mack (2019) 12 4% 154 53 454 151 585 Y i 030(-041,101) 4958
|
T ' \
50 3
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Favours SAVR Favours TAVR
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2.3.16 YHMMZ(thromboembolism) LWAS

FHANAZL 2719] ATollA 309, 19 23E Hastolrt wEeHEY 23t = 27 328t Zjo]7t
AATH30Y FAMAZ UAPE RR 1.54, 95% CI 0.20~11.69, 12=0.0%; 19 &
1.84, 95% CI 0.46~7.38, 1*=48.3%).

%

Trial Author (Year) Month T_Event T_N S_Event S_N RR (95% CI) Weight

1 month E

Evolut Popma (2019 1 1 725 1 678 : 0.94 (0.06, 14.92) 2213

PARTNER 3 Mack (2019) 1 1 496 0 454 E * 2.74(0.11,67.11) 11.19

Subtotal (l-squared =0.0%, p = 0.617) <:i> 1.54 (0.20, 11.69) 33.32
|

12 month E

Evolut Popma (2019)* 12 1 725 2 678 —'—i— 0.47 (0.04, 5.15) 4423

PARTNER 3 Mack (2019) 12 5 496 1 454 ——i—'— 454 (0.53, 38.72) 2245

Subtotal (I-squared =48.3%, p = 0.164) <:}> 1.84 (0.46, 7.38) 66.68

T T

* % 2 event== At 03 1 70

Favours TAVR Favours SAVR

=]
2y

O8 3.27 & NMelgs dHMH

ol
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2.3.17 M&7|ZKlength of stay)

HLB717-2 302 AIEE B 116k, wleREA] At TAVREO] SAVREO] H]4 3.98¢Y o #oroLt
[*7} 89.0%% &otA ZAusAlol o7} D g 5ict BA-g W07 27] £7H STACCATO AT
AQl5k1 308 Al Y717 TAVRZO] SAVRIO] H|5f 4 o &9,

%

Trial Author Month TN T_ Mean T.SD S_N S_Mean 5_SD WMD (35% Cl)  Weight
1 month

NOTION Thyregod (2015) 1 142 89 62 134 129 18 _'_ -4.00(-6.21,-1.79) 046
PARTNER3  Mack (2019 1 496 3 T4t 47 1481 ' -4.00(-4.15,-385) 99.14
STACCATO  Nielsen (2012) 1 4 88 67 ¥ 76 24 ! YT 120(-1.18,358) 040
Subtotal (l-squared =89.0%, p = 0.000) . -3.98 (-4.13, -3.83} 100.00
#10RZ SDAIZ 5 0 4

Favours TAVR ~ Favours SAVR

12 3.28 = XM MMYA7|ZHSTACCTO A L8l

%

Trial Author Month TN T Mean T_SD S_N S_Mean 5_SD WMD (95%Cl) ~ Weight
1 month

NOTION Thyregod (2013) 1 142 89 62 134 129 18 —"— 400 (-6.21,-1.79) 046
PARTNER3  Mack (2019% 1 496 I 44T 1.481 ' -4.00 (-4.15,-3.85) 99.54
Subtotal (l-squared =0.0%, p =1.000) . -4.00 (-4.15, -3.85) 100.00
#1QRZ SDAZ 7 0 ‘

Favours TAVR  Favours SAVR

12 3.29 & MUY HRA7|ZHSTACCTO A H|ZSY)
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2.4 AN QHN U 5N TN 25 B
2.4.1 UAMH OIMM U QM AN QOF U AMKM ZOT
AR Hof tfst QoFHE= ofefiel T, F QT = AYUS|oA =ol5to] AAoIAL) HES, A%t
&S, TIA 53 o8 7]e] A HE Egol= 4174 5H AR 2 AR = ole] X EE PO% A
$FS GRADER H7Fsl3tt
A AFLE, AE8A B APY, A745H AR AL “SHA] 2 91(Critical)” AT HE AASIA L
FQ TS F2 &8, iz 97, gisdue 3 QA& ‘55 Important)” ZIAHR
A5t
B 3.4 2= NS HEI2AM dot 9 2 ZNXE 525%
ANX|E AFECHE) 93 Z1t (95% CI) (%) oM ks
1 4 RR 0.56 (0.27~1.15) 0.0 NS
_ 12 3 RR 0.67 (0.42~1.07) 0.0 NS y
FH| ApDt
EA A 2% 1 RR 0.81 (0.38~1.76) NA NS Critical
At 60 1 RR 0.96 (0.65~1.42) NA NS
° 1 3 RR 0.47 (0.21~1.04) 0.0 NS
AE 12 3 RR 0.56 (0.34~0.95) 0.0 FT Critical
T A 24 1 RR 0.73(0.32~1.67) NA NS
60 1 RR 0.92 (0.58~1.45) NA NS
RS- 1 1 RR 0.95 (0.24~3.71) NA NS
it 12 1 RR 0.83 (0.31~2.24) NA NS
. 24 1 RR 1.21 (0.55~2.67) NA NS
1 3 RR 0.74 (0.46~1.19) 526 NS
o 12 3 RR 0.77 (0.51~1.15) 27.0 NS
ez s SHNEHES 24 1 RR 0.69 (0.22~2.11) NA NS
AZABI 60 1 RR 1.19 (0.54~2.64) NA NS Critical
A Alztst 1 3 RR 0.40 (0.16~0.99) 12.1 FT
EFS 12 2 RR 0.33 (0.14~0.78) 0.0 FT
1 3 RR 0.73 (0.27~1.94) 26.7 NS
TIA 12 3 0.98 (0.53~1.83) 0.0 NS
24 1 1.84 (0.57-5.97) NA NS
60 1 1.64 (0.56~4.77) NA NS
- 1 3 RR 1.40 (0.89~2.19) 0.0 NS
XO &1} SHH=
TR EHEES 12 2 RR 1.25 (0.79-1.99) 0.0 NS Important
O3 = KOfEz 1 3 RR 0.28 (0.21~0.38) 80.0 .
=35 12 2 RR 0.36 (0.27~0.47) 0.0 FT porta
Ch=ay it 1 1 RR 7.72 (0.42~142.96) NA
Fojoz 12 1 RR 1.22 (0.21~7.29) NA
— 1 2 RR 6.23 (2.20~17.66) 0.0 FS
ooq_'EI__l X7 12 3 RR 4.24 (2.00~8.96) 32.8 FS Important
Ry EH%L'L'“HE.* 24 2 RR 11.78 (2.27~61.12) 0.0 FS
e 36 1 RR 8.24 (1.06~63.95) NA
o 48 1 RR 5.66 (0.69~46.19) NA
60 1 RR 13.71 (0.79~236.43) NA
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ZIX|E AEGHE) 93 Z1t (95% ClI) P (%) <94 S_E
1 3 RR 0.94 (0.19~4.62) NA
D S £2 BE @ 07
= OHmat 2 XAl 12 3 RR 1.24 (0.43~3.55) 0.0 NS Important
24 1 EEERE NA
60 1 RR 2.76 (0.29~26.19) NA
EE 1 4 RR 0.30 (0.16~0.58) 6.4 FT
12 1 RR 0.35 (0.15~0.83) NA
1 3 RR 0.66 (0.35~1.23) 0.0 NS
N 12 3 RR 0.74 (0.43~1.28) 0.0 NS
S 24 1 RR 0.83 (0.31~2.24) NA
60 1 RR 1.02 (0.45~2.34) NA
1 3 RR 0.26 (0.21~0.32) 74.2 FT*
A 12 3 RR 0.31 (0.26~0.38) 743 FT*
24 1 RR 0.49 (0.34~0.70) NA
60 1 RR 0.50 (0.36~0.71) NA
1 3 RR 0.93 (0.19-4.59) 0.0 NS
AlLHotel 12 3 RR 0.80 (0.27~2.36) 0.0 NS
60 1 RR 1.37 (0.50~3.76) NA
1 3 RR 2.80 (2.12~3.70) 80.6 FS*
12 3 RR 2.63 (2.03~3.40) 853 FS*
3T dHE7 I HE 2 1 RR 7.76 (3.19-18.89) NA
60 1 RR 4.14 (2.19~7.83) NA
S . 1 2 RR 0.53 (0.33~0.86) 0.0 FT
TS =Tt 23 Qs 12 2 RR 0.61 (0.44-0.83) 0.0 FT
KCCQ ®= 1 2 WMD 1599 (15.87~16.11) 941 FT*
51 (M 12 2 WMD 2.008 (15.87~16.11) 0.0 FT
SF-36 1 1 WMD 3.30% (1.98~4.62) NA
A He 6 1 WMD -1.008 (-2.21-0.21)  NA
Sl
=) 12 1 VWD -0.50% (-1.70~0.70)  NA
Atoj = SF-36 1 1 WMD 7.70F (6.60~8.80) NA
MHH Ha 6 1 WMD 0.808 (-0.30~1.90)  NA
S|
= 12 1 WD 020 (-097~1.37)  NA
EQ-5D X2 1 1 WMD 0.07% (0.05-0.09)  NA
312t 6 1 WMD 0.008 (-0.02-0.02)  NA
X) 12 1 VWD 0.00% (-0.02~0.02) NA
1 2 RR 0.23 (0.13~0.39) 0.0 FT
NYHA class 30|At 12 3 RR 1.02 (0.51~2.07) 0.0 NS
24 1 RR 0.93 (02.4~3.63) NA
62 Zi7| HAE 1 1 WMD 32.4m (31.69~33.1)  NA
(E42]: m) 12 1 WMD 0.30m (-0.41~1.01)  NA
— 1 2 RR 1.54 (0.20~11.69) 0.0 NS
ST 12 2 RR 1.84 (0.46~7.38) 483 NS
R4 |2t
(STACCATO &3 1 3 WMD -3.98Y (-4.13~-3.83)  89.0 FT*
(CHel: &)
R4 |2t
(STACCATO 0]Z&H 1 2 WMD —4.00¢ (-4.15~-3.85) 0.0 FT

(-2

NA, not applicable: NS, not significant: FT, Favours TAVR; FS, Favours SAVR
* AR SR [t o]dA o] o] AFfsiAof Fovt ot
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2.4.2 GRADE 2A =& H7}
AR B S8 23R ®E gy} gl YA vEEA S st 23 5 ASEHWTA71D

Aie ANsI Asel AeEE 7

T =503l

Certainty assessment No. of patients Effect sar s
No. of Risk | i Indi | i Relati i
. 0 Stu.dy is! nconsi Indirect mpreci Other  TAVR SAVR elative Absolute (95% Cl) Certainty nce
studies  design of bias stency ness sion (95% CI)
HA A
3 randomised not not not not none? 29/1363  41/1266 RR 0.67 11 fewer per 1,000 oLl CRITICAL
trials serious serious serious serious (2.1%) (3.2%) (0.42 to 1.07)  (from 19 fewer to 2 more) HIGH
MEHA BE AT
3 randomised not not not not fone® 22/1363  37/1266 RR 0.56 13 fewer per 1,000 OODD CRITICAL
trials serious serious serious serious (1.6%) (2.9%) (0.34 t0 0.95)  (from 19 fewer to 1 fewer) HIGH
LEF 5 MFEH AU (HY HES
3 randomised not not not not none® 40/1363  49/1266 RR 0.77 9 fewer per 1,000 oLl CRITICAL
trials serious serious serious serious (2.9%) (3.9%) (0.51 to 1.15)  (from 19 fewer to 6 more) HIGH
To Y3
) randomised not not not not none? 42/1221  31/1132 RR 1.25 7 more per 1,000 OO0 IMPORTA
trials serious serious serious serious (3.4%) (2.7%) (0.79 to 1.98)  (from 6 fewer to 27 more) HIGH NT
TR EEMEY & Hopxy =)
) randomised not not not not none® 61/1221  177/1132 RR 0.36 100 fewer per 1,000 SIS IMPORTA
trials Serious Serious Serious Serious (5.0%) (15.6%)  (0.27 to 0.47)  (from 114 fewer to 83 fewer) HIGH NT
[SMeat 98
) randomised not not not not none? 21/192 1/175 RR 11.78 62 more per 1,000 OO0 IMPORTA
trials serious serious serious serious (10.9%) (0.6%)  (2.27 to 61.12)  (from 7 more to 344 more) HIGH NT
[fSWEa HH YAs
3 randomised not not not not fone® 8/1363 6/1266 RR 1.24 1 more per 1,000 OO0 IMPORTA
trials Serious Serious Serious Serious (0.6%) (0.5%) (0.43 to 3.65)  (from 3 fewer to 12 more) HIGH NT

CIL: Confidence interval; RR: Risk ratio

a. 25 939 funding source’} TAVR valve A|Z3]Alo|Y o] & Q1% 14|

EY 5ol BT M54 @

o

o =

45



NEC 22 QI3 HAL AT ST

1%} < A By BY BY
ChA SME oxE Y 2y aoig
@z e Sz o = XNE 712t FT7| A® =EF
Geisler _ = AEH - Markov
410 A2 K23 = A o 5 0-5Q
(2019) HOEE = XE TAVR SAVR TS model QALY =y 1748 20169 0-5%

QALY, quality-adjusted life years

& A Yol A TAVRE SAVRY B3] ICER 237} YAZR Lol v 8-8 712 0 & H 1135} ch

TAVR SAVR
1 XXt ICER
©IE) HIZTHS Cost Effect Cost Effect (/QALY) A Z* as
(QALYs) (QALYs)
Geisler HIRET}EQ A ojlo
(2019) DKK 276,142 539 211,581 530 696,264 1,126,467 |l25aMe & 912
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7412 -5 Wit d(Transcatheter Aortic Valve Replacement, ©16} TAVR) 55 HaHHd
A5 A7E fs) 2HE FHQ| AT B FHZ o= ARIshe Alez 201549 69FE AA|
27| H ARt H A& AmE AlEchs 208 245 AEFA(ERNTEE 80%)= =U= U

tl= FDAOIA = =& AFT7HA] 817k 91a1(2019Y), 712 =t Aol E =& 3 - AHEY
BT A ARSA T QP72 asttal HarstitiEsot 5, 2019). o2g st ¢ oS
Hrgsty] ffsll AREAAAE7FOIA = T A s HIA(TAVR), Y & S AT
BERpof| A 9] QPG - 78] SOl gt BV FE S R Q)5 AT 0 2 o= |5t tHellH]Fo H 7 H-262
2020.04.08.). WA & Bk $5 deHHds A F e AYPLolAY HHA
Aol et /A A 9 f-aAdel Hhiek Qjakehd EAE Bk
AAE FA2e] HHEAES Tl U 55 HeHHIAS 4 5 & A (ow risk)
tdellAel A disHiddS &4 e Xgkso] Hls Fdsty, BRI olh
HWAES 55 dsUudz3o #5354 A=Q disWmdt x8&(Surgical Aortic Valve
Replacement, ©J5} SAVR)= A45Ilt:. disHuiet X|eka b4 Wios s
It o 7 wAsh= aE 118 H 5N A% 502 e o] Seke YT IR =
SAVRE Al3¥5}7] o2 o] Qirt. 14 a2 tha e} X[k 7] of )2 11s SRt
T P20l =2 1T A Al&E AREE7] ARSI
WA P E FaAdol e A AR EE Ay AeE At T Bl 2 g ATHRCT)
47 AHOH)0I L, F TA 4= 22,7030 0, RIS Q|73 =91F H<(the Society
of Thoracic Surgeons operative risk score, ©]3} STS) Ha2 1.9~3.4%°] Tt
WA F AR H= 309 HA AR, S AH AR, AEEA, AAlE, AW 52
A0 = gstoict. b/ A 3o gt HieRRA A, 170 Al ARt HES, AAlE T8
1d o} 7183 5 A2kt HE5 Y 52 494 tisdgklo] tie it X|gksof| visl A4 o=
FofsHA B b-sHITt. shAlRL, 11 9] 30U AA| AR, AA| 41738 A A, AEA, AAlE
At 59 TS = 21t Ao )7t gl]lth( ol g0l 50% 2o HA SAH 02 ROl A

1[‘

(N
er
r
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9] A 78 3] B(New York Heart Association class, ©]5F NYHA class) 7247 3]of|A]
7Nt Ao = QIS gAY 5 W S5 T SIS 4TAIR RS ERET 35w o A,
ANA717r 52 04 disHubiielo] s Huha X|gk&o] Hlsf T FA14 o= F-ofstA axHHe] L,
WA st AR, J9 AT A 52 tie ) X|geo] A s mubi}do] Hls]
AR E [ofsHA EAEC| Rdth 14 ol 47183 5 A A T=1 AR, ths ikt o A9l
42] A Wl 52 14 thsmubiielo] st X|gkeo] vls] A4 2= F-2lsA &xt4o]3lal,
g, 1, 29 Al thesdadl g, 19 7 AEbeT] A2 diesuer Aghkeo] AHuA
sl E o A H 0 &2 [-olsHA Anpao]lrh(*o]d/do] 50% ZIto|HA FAX o= Fo5t
4

2. 2=

AAA 2RDE A3, 55 fEURAREY 4 AP And dhEumael AL
dhs ekt (gt vl e Aol glolet. AdTA Tl A, HEF 5 AFsHA A B, Fa
THYHF, TR FAWY AIF £ N, dhsHue B NS S AR 71 DS
W) 27 AR 02 fof%k Aol7} QIol, s HEe Al 5 Tl w ARl A ths e
3ol WS BAMCE fols waBol Btk 2RA0R 55 dEuBENS £2

Aol A A ths bl the et X8kt vl uf, PR/ E R84 9] Zpol7} §lo]
St 7142 H7ISFATHGRADE A1E = High).

A deHE] AE7F AAIoNE FEAPE] TE Fo7]Ed gt =9 A%, &
A Y Fol7|E fAlER= Qo] AR, =W F ] F tis ke w8} e

H]-8-9] Zoli= Foj7|& 9 A &A= H]-8-9] Zfo| = WAYSH A 0 & e, A ud df- s i) 3
st X8ke Alas7te] 4 2 99 710 iE gojgtivt B asithe 2

SR 1A LU =AY Bl AU AL0F OA 5 S HRENE 1
A58 Aol A A4 S WIAYTAVRIS AIHATEF 1-b)" 0.2 Aofsgiet (2020. 10.
16). %73 S HBAATAVR] et A2 SATEES, chEuet et Jolrt gl
Z1golin Wiehs 4 5 MY o), B ARe] TARE JobA BT oA, AngEt
we(1-b 53 02 sk
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3.1 =2 GIOJEJH[O]A

3.1.1 Ovid-MEDLINE(R) ALL (Z*g: 2020.7.9.)

o ZHof 23
1 exp Aortic Valve Stenosis/ 42,018
2 (aort$ adj2 stenosis).tw. 19,778
3 1or2 48,013
(percutaneous or trans—apical or transapical or trans—arterial or transarterial or
4 trans—catheter or transcatheter or trans—cutaneous or transcutaneous or 199,352
trans—femoral or transfemoral or trans-axillary or transaxillary).mp.
5 (aort$ valve implant$ or aort$ valve replacement).mp. 22,791
6 exp Heart Valve Prosthesis Implantation/ 26,986
7 exp Heart Valve Prosthesis/ 35,618
8 or/5-7 59,388
9 4 and 8 14,904
10 exp Transcatheter Aortic Valve Replacement/ 5,643
11 TAVL.mp. 4,321
12 TAVR.mp. 3,460
13 (CoreValve or Core-Valve).mp. 1,166
14 ((Edwards and (Sapien or Valve$)) or (Sapien XT or Sapien 3)).mp. 3,489
15 (Lotus or Evolut R).mp. 3,718
16 or/9-15 20,733
17 3and 16 8,903
18 animal/ 6,631,689
19 human/ 18,572,985
20 18 not 19 4,681,670
21 17 not 20 8,878
22 limit 21 to yr="2017 -Current" 3,722
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3.1.2 Ovid—-EMBASE (ZM2: 2020.7.9.)

o ZAof 2313
1 exp aortic stenosis/ 10,923
2 (aort$ adj2 stenosis).mp. 47,699
3 or/1-2 47,699
(percutaneous or trans—-apical or transapical or trans-arterial or transarterial or
4 trans—catheter or transcatheter or trans—cutaneous or transcutaneous or 350,608
trans—femoral or transfemoral or trans-axillary or transaxillary).mp.
5 (aort$ valve implant$ or aort$ valve replacement).mp. 47,837
6 exp heart valve replacement/ 54,038
7 exp aortic valve prosthesis/ 5,056
8 exp heart valve prosthesis/ 34,823
9 or/5-8 90,931
10 4and 9 29,371
11 exp transcatheter aortic valve implantation/ 21,315
12 TAVI.mp. 10,220
13 TAVR.mp. 7,069
14 (CoreValve or Core-Valve).mp. 4,854
15 ((Edwards and (Sapien or Valve$)) or (Sapien XT or  Sapien 3)).mp. 10,639
16 (Lotus or Evolut R).mp. 5,198
17 or/10-16 38,016
18 3and 17 15,560
19 animal/ 1,461,080
20 human/ 20,909,907
21 19 not 20 1,069,648
22 18 not 21 15,558
23 limit 22 to yr="2017 —Current" 6,035
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3.1.3 CENTRAL (Cochrane Central Register of Controlled Trials) (ZA4!: 2020.7.9.)

A =y =2l
#1 MeSH descriptor: [Aortic Valve Stenosis] explode all trees 845
#2 aort* NEAR/2 stenosis 1,409
#3 #1 or #2 1,610
percutaneous OR trans—apical OR transapical OR trans—arterial OR transarterial
#4 OR trans—catheter OR transcatheter OR trans—cutaneous OR transcutaneous 27,967
OR trans—femoral OR transfemoral OR trans-axillary OR transaxillary
#5 (aort* valve implant*) or (aort* valve replacement) 2,074
#6 MeSH descriptor: [Heart Valve Prosthesis Implantation] explode all trees 744
#7 MeSH descriptor: [Heart Valve Prosthesis] explode all  trees 524
#8 #5 or #6 or #7 2,523
#9 #4 and #8 896
#10 MeSH descriptor: [Transcatheter Aortic Valve Replacement] explode all trees 143
#11 TAVI 358
#12 TAVR 413
#13 (CoreValve or Core-Valve) 141
#14 ((Edwards and (Sapien or Valve*)) or (Sapien XT or Sapien 3)) 307
#15 (Lotus or Evolut R) 186
#16 #9or #10 or #11 or #12 or #13 or #14 or #15 1,235
#3 and #16 644
#17
Cochrane Review (5); Cochrane Protocols (2);Trials  (636); 636
Publication Year from 2017 to 2020 339
#e Trials (253) 253
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3.2 = HOIE{H|0]A

3.2.1 KoreaMed (ZM2l: 2020.7.9.)

oitH ZAof =8l
1 ((Transcatheter Aortic Valve Implantation[All]) OR (Transcatheter Aortic Valve 45
Replacement[All]) OR (TAVI[AII]) OR (TAVRI[AII]))
3.2.2 KMBase: ZULUE =2 (AM: 2020.7.9.)
CitH AAof =2l
1 [ALL=Transcatheter Aortic Valve Implantation] 31
2 [ALL=Transcatheter Aortic Valve Replacement] 17
3 [ALL=TAVI] 27
4 [ALL=TAVR] 9
5 ((ALL=ZI|N]AND[ALL=CHSHH]) 16
6 ([ALL=ZAI|M]AND[ALL=CH=oHm]) 9
AA 73
3.2.3 KISS (ZM: 2020.7.9.)
CitH AAMof =2l
1 HA = ZOM AND &A= Chs T LAAT = 2017 LUHAHE = 2018 LAAT = 1
2019 YHALE = 2020 AHEQH = SHaX|
HA| = Transcatheter Aortic Valve Implantation OR Z&| = Transcatheter Aortic
2 Valve Replacement OR FA| = TAVI OR ™A = TAVR &A= 2017 YHAL = 93
2018 HAL = 2019 LHAE = 2020 RA=RY = &K
AA 94
3.2.4 RISS (Z*4Y: 2020.7.9.)
oitH ZAof =2l
1 MA - 2O (AND) A - HisSeE 2017-2020 0
2 A AL X AND YA T = 2t 0
3 T : Transcatheter Aortic Valve Implantation {OR) &A| : Transcatheter Aortic 29
Valve Replacement (OR) FA| : TAVI (OR) & : TAVR 2017-20204
AA 29
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3.2.5 NDSL: ZU=2 (ZAiel: 2020.7.9.)

o 20| s8is
MH|=Transcatheter Aortic Valve Implantation OR XA|=Transcatheter Aortic
1 Valve Replacement OR HM|=TAVI OR ™A =TAVR OR MM =ZL™ AND s 26

T OR TX=2LX AND HSMT OR HA=ZI/A AND a3t 2017-2020
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