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The Collaborative Partnership
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Prospective registry of TAVR
In US set up in response to
the CMS National Coverage
Determination requirement
for national registry
participation of all TAVR
centers




pd From: hitpc.juma. |emsrycesrc remd' By s Depl of Flallh Wessrs Apsralis Ler on GYIL3014

Drtgynal Ivestigation
Outcomes Following Transcatheter Aortic Valve Replacement
in the United States

Mlichmed | Bmck, WC- 1 atthew Sreoman, MIL WP-L Each Srnci. MWOURPH. Schn Carroll W Fred Gidverds, MG Fred Grosss, i 0. Devicl Shafeen, W0
E. Mot Tere. MO B O Pebemon, WO MPH. Jofn S Bursdsid MIC Phi. Kathisen Hesstt. MEH. Cymvitas Shesan, Phil. losn bichesh. B4
Fars Chrmd . AP Aomaries T hesian, Sean THeon. Phil Dwvid Holese. WD for the STSRACC THT Raginy

[ eftorial puge 2045
mapoRTancs Tarethetor aorac vl sephirs ment (TENRD soe-approwed by the LS Food and Y ashor ek 1 -
Do Admirestramon for e rastmen: of sva. acvhic steroes, anel incparahic e
iaf1 s [ 30T Fgh.- e brosarabi siaft s [Staring in 207 & rational rogistry o
Sorioty of Thixc SergeonsMmerin Cologa of Camioiogy Tanscathotor s Tharapy 8 sevpiermmntal covtars o
[STSACT TVT] Ragksiny was infSafod bn st a2 oncifson for Macicass (rwemgsand aisn -
faciitatos SO e an Comparon with chhar trizk and intermaticnsl ogirics.

oRErThE Fomport tha nitial LS commertil axpenience with TAVR

DESac. SETTING. AMD PAATIOPANTS Wiobrinad resufts fromal ciigiia LIS TRR s
{N=7710} from 124 particpating registry hospitals Fofiowing e Edwards Sapian dovis
CommenCialtotion (Hovembiar 20TI-May 20133,

WL DAUTCORIET SHD MEAsuecs Primany ostcomes included all-caiss in-hospital morakity
and Troke niiowing TAKE. Sronciiny ana iy induciad promacural COmplcraos and
ounmmes by cinical Incicaon and aocees s Dewicn implantation sucrpes wes dofined 2=
el vasrbr aores. depioyTTent of 3 Hngla devica In tha proper angiomic posraon
Appeoprats vaive funchion without ethar mode e of e AR, and Sucressiul natrieval of
‘thadelvery sysiem. Thirty-dory outcomes are presermied for 2 epreseniae ST co
HOUER Lt TH-comio e with at et BX compiona follow.sp mporing.

SEmA TS The TH0 whoendersent TAYE inciadad 150 (096 ce Hat wess
Inoperbla anc 5151 B0 e fhat weer high-rsk butoparabic. The: medan ags wee-E4 years
(et mngs [158]. TB-28 years: I7ES parter | 40 wess women and te medan 515
pracicied risk of moraiiby s T 00R. 596090 Al besoling. 576 patians (T29%] wers aither
ot il s teac 00 pations [4 59T or mosty disatidhion (270 pationts [E0W]) wit their
TTIROm S THES (7296 a3 &-mwalk-timea longer San & soonds (siow gait speed). Tha
R ORI VRSCLIEN 0T R apprnach was transfomoral T partions [E450TL tolowead by
ranmpicl (07 petent [EALD and othar afssmative appreches {536 ptens [T
sl dewins: Implanttion corumsd in POES patins (305 D59 0, T9-20%0. The
oimarved incidenia of in-hospial morily w5 59IER 0. SONC-E T, Cihanmajor
inchudiac] shole (2,076 25 01752450, ciakysk dependent ranal failum (105
TS L LIER-2 2500, ] raajorwesnsbar injury (5,89 D55 01 52905096 Moian hosprial ssny
W £ s (6L 430 gl with 46134 E3% ] cischarged homs: Among pationts with v i
Solow-upart 30 s dne2E0). e incickencs of mortaiy was 7B 0E 0L E TR-2.6%]
{nonCarthosE by L. SO 2 Sy ol e oo in 26 [T T 3 393,530, now
gk In ZE5E0ERE 0. 209631560, and reimisresntion in0. 5% (255 0L 03%-0E%L

CORCLLENISS ARD FELEWARCE AMOng: patiants Luindorgring TAVA 2R LS mentors in the STSMALC
TT Regiiry. dowis SO WS iV In 0% of e, ool

oty b W 5, an e s bk ks wars 209, Afthough Shesa posmaries LS appesal
Tincing s ara CompEI bla wit pricr puiblishec il ciata and infamational eperience. long: m
Tolow-up b el e nbinued sfiaoy and sakey

TRAL BSCETRATION Chnicaftrils gov identifier: RCTOITETS2E

SANA 0TI FOES MO, o L DL el ST SN

Copyright 7641 Madical Al rigistn resarvd

STS/ACC TVT Registry

National Summary Report

“Real-World” TAVR in the US

Michael Mack, M.D.
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One Year Outcomes from the STS/ACC
Transcatheter Valve Therapy (TVT)

Registry

David R. Holmes, Jr., J. Matthew Brennan, John S. Rumsfeld, David
Dai, Fred Edwards, John Carroll, David Shahian, Fred Grover, E.
Murat Tuzcu, Eric Peterson, Ralph Brindis, Michael J. Mack

March 2014
On behalf of the TVT Registry
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STS/ACC TVT Registry™ Sites by State

No TAVR sites in
Alaska and Wyoming
(currently patients
served by Seattle
and Colorado sites)

Florida 23
Penn 22
California 19
NY 17

Texas 14



BASELINE DEMOGRAPHICS




Characteristics

High Risk Inoperable
(n=6151) {n=1559)

Trans- Nontrans- Trans-
Overall femoral femoral femoral
{(n=7710) (n=3833) {n=2318) (n=1139)

Nontrans-
femoral
(n=420)

Age, median (IQR), v

Male

STS PROM score, median (IQR), %
NYHA class IfIV heart failure

84 (78-88) 85 (79-89) 83 (78-88) 83 (7/-88)
3862 (50) 2053 (54) 992 (43) 616 (54)
7 (5-11) 7(5-11) 8 (5-12) 7 (4-10)
6272 (81) 3104 (81) 1884 (81) 962 (84)

82 (77-87)
201 (48)
7 (4-11)
322 (77)
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High Risk Inoperable
(n=6151) (n = 1559)
Trans- Nontrans- Trans- Nontrans-
Overall femoral femoral femoral femoral
Characteristics (n=7710) (n = 3833) (n=2318) (n=1139) (n =420)
Coronary artery disease 5316 (69) 2506 (66) 1706 (74) 793 (70) 311 (74)
No. of prior cardiac surgeries
1 2045 (27) 905 (24) 700 (30) 309 (27) 133 (32)
22 400 (5) 164 (5) 140 (6) 71(6) 25 (6)
Prior aortic valve intervention
Balloon aortic valvuloplasty 1197 (16) 516 (13) 432 (19) 177 (16) 72 (17)
Surgical AVR 123 (2) 58 (2) 32 (1) 25(2) 8(2)
TAVR 14 (0.2) 7(0.2) 4(0.2) 2(0.2) 1(0.2)
Previous stroke 1004 (13) 503 (13) 321 (14) 130 (11) 50(12)
Peripheral arterial disease 2416 (31) 898 (23) 1067 (46) 274 (24) 177 (42)
COPD
Moderate 1081 (14) 511 (13) 358 (15) 154 (14) 58 (14)
Severe 1064 (14) 536 (14) 336 (15) 138 (12) 54 (13)
Oxygen-dependent lung disease 1135 (15) 569 (15) 347 (15) 161 (14) 58 (14)
Renal failure
Dialysis-dependent 350 (5) 190 (5) 95 (4) 47 (4) 18 (4)
Serum creatinine level =3.0 mg/dL 361 (5) 194 (5) 103 (4) 47 (4) 17 (4)




High Risk Inoperable
(n=6151) {n=1559)
Trans- Nontrans- Trans- Nontrans-
Overall femoral femoral femoral femoral
Characteristics (n=7710) (n = 3833) {n=2318) (n=1139) (n=420)
]
L-m walk time =65 2198 (72) 1008 (73) 7184 (73) 304 (70) 102 (57)
Atrial fibrillation 3148 (41) 1627 (42) 919 (40) 445 (39) 157 (37)
Permanent pacemaker/ICD 1500 (19) 774 (20) 433 (19) 215 (19) 78 (19)
Hostile chest 742 (10) 272 (7) 167 (7) 222 (19) 81 (19)
Porcelain aorta 587 (8) 174 (5) 215 (9) 113 (10) 85 (20)
Left ventricular ejection fraction 540 (7) 276 (7) 141(6) 87 (8) 36 (9)
<30%
Bicuspid aortic valve 122 (2) 66 (2) 35 (2) 16 (1) 5(1)
Pre-TAVR mitral insufficiency
Moderate 2037 (26) 1028 (27) 619 (27) 290 (25) 100 (24)
Severe 347 (5) 179 (5) 104 (4) 49 (4) 15 (4)




PROCEDURAL /7 ACUTE
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% Patients by Access Site

B Femoral B Transapical
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Source: STS/ACC TVT Registry n=12,563
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% All Cause Mortality at Discharge and 30-day

All-cause mortality at discharge 30-day All-cause mortality
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% Patients with Stroke at Discharge and 30-
days

E Stroke (any) at discharge  E30-day Stroke (any)

Q12012 Q22012 Q32012 Q42012 Q12013 Q22013 Q32013 Q42013




% Mod/sev Aortic Insufficiency at Discharge,
30-day and 1-year

Aortic insufficiency severity at discharge
30-day Aortic insufficiency severity

=—1-year Aortic insufficiency severity
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% Patients with Major Vascular Complications
VARC 2

@ Vascular access site complication req treatment
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Source: STS/ACC TVT Registry n=12,563




% Patients with Major Bleeding
VARC 2

percent
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Source: STS/ACC TVT Registry n=12,563




% Patients with New Pacemaker/ZI1CD Insertion

B New pacemaker/ICD insertion

percent
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Source: STS/ACC TVT Registry n=12,563




% Patients with LOS > 6 Days

B LOS>6 days
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% Patients Discharged to Home

E Alive patients d/c to home
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Baseline and 30 Day Follow-up
KCCQ Summary Scores

3000 2800

2500

1500 - W 26-45

W 46-75

1000

Number of Patients

500 -

I

Baseline KCCQ Summary Score 30 Day follow-up KCCQ
Summary Score

Source: 6021 patients with pre and post KCCQ summary scores between 2012-April 2014
in the STS/ACC TVT Registry data warehouse




ONE YEAR OUTCOMES




Patient Characteristics

Characteristic Study Cohort
N= 5,980
Age (yr) Median (25", 75t%) 85 (79, 88)
75-84, n (%) 2,244 (37.5)
85-94, n (%) 2,869 (48.0)
Female, n (%) 3,006 (50.4)
STS PROM Score (25, 75th) 7.1(4.7,10.9)
<8% n, (%) 3,405 (57.0)
8-15% 1,844 (30.8)
>15% 729 (12.2)
NYHA Class Ill/IV Heart Failure, n (%) 4,876 (83.6)

CAD, n (%) 3,564 (61.7)




One Year Outcomes

Mortality 26.2% (24.7%, 27.8%)

Stroke 3.696 (3.1%, 4.29%)

Death or stroke 28.4% (26.9%, 30.0%)




Multivariable Model of 1-Year

Mortality after TAVR

Age: <75vs 75-84

<75 vs 85-94

<75 vs 95+
= Sex: female vs male

COPD: None/mild vs moderate
= None/mild vs severe

Renal function: Cr =2 w/o dialysis vs Cr<2 w/o dialysis

- Dialysis vs Cr<2 w/o dialysis
LVEF: <30 vs 30-45
<30 vs >45

=) Access site: transfemoral vs other
STS PROM: 8-15% vs <8%
>15% vs <8%
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HR ___LCL UCL P

—= 122 099 151 0.06
=== 136 1.09 1.69 <0.01
—n— 165 110 248 0.02
o 119 1.05 1.35 <0.01
pas 116 098 1.37 0.09
Fm— 141 119 1.67 <0.01
== 135 1.09 1.66 <0.01
—=— 1.81 142 230 <0.01
T" 1.03 089 120 0.67
= 117 095 145 013
- 142 1.26 1.61 <0.01
- 144 1.25 1.67 <0.01
—n— 1.78 146 217 <0.01

| 1 |

1 152 3 4




Multivariable Model of 1-Year
Stroke after TAVR

HR LCL UCL P

Age: <75 vs 75-84 —&— 1.00 057 1.75 1.00
<75 vs 85-94 ol 116 065 2.06 0.61
<75 vs 95+ —n : 029 004 236 025
= Sex: female vs male == 065 047 0.91 0.01
COPD: None/mild vs moderate —u- 079 048 131 0.36
None/mild vs severe —a—l 094 056 158 0.81
Renal function: Cr =22 w/o dialysis vs Cr<2 w/o dialysis 85— 124 068 228 048
Dialysis vs Cr<2 w/o dialysis = | = 124 058 269 058
LVEF: <30 vs 30-45 = ] = 100 050 200 1.00
<30 vs >45 I—i—l 098 053 180 094
Access site: transfemoral vs other He— 117 084 164 035
STS PROM: 8-15% vs <8% —— 1.04 070 153 085
15% vs <8% —ta— 1145 066 2.00 0.62

0.5 1152 34
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One Year Rehospitalisation




~ TAWR

Centers Patients Death Stroke Author
N N %o %

TVT/CMS 230 5,980 26.2 3.6 TVT
PARTNER B 21 179 30.7 11.2 Leon
PARTNER A 25 348 pL 8.7 Smith
UK TAVI 25 870 214 NR Moat
Canadian TAVI 6 339 24.0 NR Rodes-Cabau
France 2 33 3,195 24.0 4.1 Gilard
Belgium 15 328 26.0 NR Bosmans
Pragmatic 4 793 14.3 NR Chieffo
SOURCE Reg 93 2,706 211 £ Treede
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summary

m ~17,000 patients entered
m 313 sites in 48 states
m Half of procedures access= TF ( Sapien only)

= Mortality
= 30 Day Mortality ~8%
= 1 year Mortality 26.2%
m Stroke

= 30 Day Stroke ~3%
= 1 year stroke 3.6%

= High risk patients for one year mortality & stroke are being
Identified




