TAVI nejen pro starsi
pacienty s vysokym rizikem
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Aortalni stenoza:TAVI vs konzervativni lécba

Neoperabilni nemocni

Partner Study US Pivotal Study
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Aortalni stendza — TAVI vs chirurgicka |écba

Operabilni nemocni s vysokym rizikem

Partner Study US Pivotal Study
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PRACTICE GUIDELINE

2014 AHA/ACC Guideline for the Management
of Patients With Valvular Heart Disease

TAVR is recommended in patients who meet an indication for AVR for AS who have a prohibitive _ B
surgical risk and a predicted post-TAVR survival >12 mo
TAVR is a reasonable alternative to surgical AVR in patients who meet an indication for AVR lla B

(Section 3.2.3) and who have high surgical risk (Section 2.5)




TAVI UK registr— trendy a soucasna praxe

Mean Logistic Euroscore
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TAVI registr Francie — trendy a soucasny stav
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TAVI registr Némecko — trendy a soucasna praxe

Logistic EUROscore 0 —20%
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TAVI registr CR — trendy a soucasna praxe
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Nove technologie — vetsi pocet lokalni anestezie

TAVI Lokalni anestezie %
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Nové technologie — zkraceni hospitalizace

Dny

12

10

TAVI KC NP - délka hospitalizace

10,7
10,1 10,2
\ ’
89 8,5
7,9
2011 2012 2013 2014 2015 2016
Roky

TAVI Némecko — délka hospitalizace

16

14

- TAVI
- |solated sAVR
- sAVR+CABG

2008 2000 @ 2010

2011 = 2012 2013 ' 2014



Nové technologie

e Zmenseni instrumentaria « NarGst potu TAVI procedur

* Pfresngjsi implantaci e Obti¥na anatomie
(retrievibilita) - Neoperabilni

* Vetsi bezpecnost —snizeni * Operabilni - vysoke riziko
mortality, PVL, KS * Operabilni — stfedni riziko

e Zvyseni komfortu a zjednoduseni * Operabilni — nizké riziko
procedury

 Zvyseni kvality zivota nemocnych




Nova data — PARTNER 2 Trial (stredni riziko)
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Randmizovaneé studie — SURTAVI (stredni riziko)

CoreValve SURTAVI Trial CoreValve SURTAVI Trial
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2017 AHA/ACC Focused Update of the 2014 Guideline

for the Management of Valvular Heart Disease

Severe AS
Symptomatic
(stage D)

i

L

Low surgical Intermediate surgical High surgical Prohibitive surgical
risk risk risk risk
Surgical AVR | [Surgical AVR TAVR Surgical AVR or TAVR TAVR
(Class I) (Class ) (Class lla) (Class |) (Class |)




Randomizovaneé studie — NOTION (nizké riziko)
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Randomizovana studie — PARTNER 3 (nizké riziko)

Low Risk ASSESSMENT by Heart Team
(STS < 4%, TF only)

{ PARTNER 3

1:1 Randomization __Registries
(n=1228)

Alternative Access

TF - TAVR Surgery (n=100)
(SAPIEN 3) (Bioprosthetic Valve) TA/TAo/Subclavian)

CT Imaging Sub-Study (n=200) CT Imaging Sub-Study (n=200) Bicuspid Valves

(n=100)
Actigraphy/QoL_ Sub-Study (n=200) |
ViV (AV and MV)
PRIMARY ENDPOINT: — 1] -
Composite of all-cause mortality, all strokes,
or re-hospitalization at 1 year post-procedure

Follow-up: 30 days, 6 mos, 1 year and annually through 10 years




Randomizovana studie — MEDTRONIC TAVR in
low-risk patients

Heart Tearn Evaluation
Two Cardiac Surgeons and One Interventional Cardiologist
Low Surgical Risk (predicted mortality risk <3%)

National Screening Committee
One Cardiac Surgeons and One Interventional Cardiologist
Confirm Low Risk for TAVR and SAVR

1:1 Randomization n=1256

TAVR Primary endpoint: all-cause
mortality & stroke at 2 Years

Leaflet sub- 1 ' Leaflet sub-
study N=200 4D CT for LTI study N=200




Soucasne indikace chirurgickée AVR

Recommendations COR LOE
AVR is recommended for symptomatic patients with severe high-gradient AS who have ‘ | B
symptoms by history or on exercise testing (stage D1)
AVR is recommended for asymptomatic patients with severe AS (stage C2) and | B
LVEF <50%
AVR is indicated for patients with severe AS (stage C or D) when undergoing other cardiac | B
llllll "
TAVI by méla byt lena B
vy mela byt povolena pro .

kazdou klinickou indikaci ’
schvalenou pro chirurgii :

CNIUNInivicTionYe (S ) NI U Ciniuuynian nawunTnv

data support valve obstruction as the most likely cause of symptoms

AVR is reasonable for patients with moderate AS (stage B) (aortic velocity 3.0-3.9 m/s) who are lla C
undergoing other cardiac surgery
AVR may be considered for asymptomatic patients with severe AS (stage C1) and rapid disease I1b C

progression and low surgical risk

Shrnuti: 8 trid doporuceni | nebo lla, uroven (kvalita) evidence B nebo C, zadna RCT,
data podporena pouze malymi (n=100) studiemi, zadna stratifikace dle rizika ¢i véku



AS — rozdéleni nemocnych dle rizika
STS databaze 2002 — 2010, n = 141 905 nemocnych
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Zaver

* TAVI je nyni dominujici IéCbou u neoperabilnich a vysoce rizikovych
pacient(

* Nova data i doporucené postupy ukazuji vyhodnost TAVI rovnéz u
nemocnych se strednim rizikem operace

* Klesajici pocty komplikaci a zjednoduseni procedury prinaseji
sekundarni benefity TAVI — kratsi hospitalizaci, méné krvaceni, selhani
ledvin, FS, vyssi QoL

* TAVI je nyni porovnavano z chirurgickou AVR ve 2 velkych RCT u
pacientu s nizkym rizikem

* Pro TAVI je to POSLEDNI| BARIERA !



Dékuji za pozornost
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