Transcatheter aortic valve implantation



- Symtomgivande aortastenos forekommer hos 4 procent av
befolkningen > 75 ar

- Tvaarsmortaliteten ar drygt 50% hos obehandlade symtomatiska
patienter

- Medellivslangden 6kar, for en 90-arig kvinna ar den aterstaende
medellivslangden 4.5 ar

- Minst 30% av patienterna med symtomgivande aortastenos
genomgar dock inte klaffbytte pga olika anledningar

- Inga andra behandlingsmaijligheter an bara klaffatgard
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= Patients who do not have surgical AVR
have a shorter life expectancy than
patients who undergo surgical AVR*:

= One-year, 2-year and 5-year survival rates
among patients with AVR were 87, 78 and
68%, respectively, compared with 52, 40 and
22%, respectively, in those who had no AVR

= Mortality for untreated Symptomatic
Severe Aortic Stenosis is around 50% at
2 years’

» |[noperable and high risk patients are
difficult to treat and had no good option




- 1952 forsta SVAR av Charles Hufnagel, Georgetown / USA
- 2002 forsta TAVI av Alain Cribier i Rouen

- 01-2008 1000 patienter i hela varlden

- 2008 borjan 1 Lund / Sverige

- | mitten av 2009 8000 TAVI pa i Europa

- 12/2009 209 ingrepp | Sverige

- 2010 mer an 20000 patienter | hela varlden

- November 2010 byddes ett svensk TAVI register



PARTNERS studie |

Jamforelse mellan TAVI pa symtomgivande trang stenos och inoperabla patienter och
bara lakemedelsbehandling.

N= 358, medelalder pa 83 ar, 42% tidigare med CABG, 23% med KOL och
syrgasbehandling.

Mortaliteten i TAVI gruppen pa 31 procent jmf med 51 pa gruppen med konservativ
behandling, bland de fick drygt 40% en ballongvidgning!

Men stroke i TAVI-gruppen hdgra pa 5% vs 1.1 % och dessutom major vascular

complications pa 16.2%
PARTNERS studie Il

N=699 jmf av hog-risk patienter, men operabla mellan TAVI (transapikal eller
transfemoral) och SAVR

Medelalder pa 84 ar, Euroscore pa 29%, 43% med tidigare CABG

Totalmortaliteten efter 3 manader / 1 ar pa 3.4% / 24% (TAVI) vs. 6.5% / 27% (SAVR)
Stroke 5.5% TACI, 2.4% SAV

Snabbare konvalescens efter TAVI, men mer, dryt 10% paravalvulart lackage

1 Leon M et al. Trabscatheter Aortic-Valve Imlantation for Aortic stenosis in Patients who cannot undergo surgery. N Engl J Med 2010;363:1576-1607
2 Presenterad pa ACC kongress, New orleans 2011-04-03



1. Patienter som har 0kad risk eller som anses vara inoperabla, >
20% Euroscore eller > 10 STS-score

2. Nagot okad risk men som anses operabla

Vanliga problem av SVAR:

- Porslinaorta

- Re-ingrepp

- Anestesi risk, ffa betraffande KOL-patienter



Tva olika modeller: Edwards Sapiens klaff via apikal eller transfemoral access
och Medtronic Corevalve via femoralis alternativt subclavia

2008 600 Mio SEK, beraknad tillvaxt till 210 000 Mio SEK inom 4 till 5 ar.

Fordelar av Corevalve®:
Transkutan access, 18 F (~6 mm)
Bara lokalbeddvning

Inget behov av rapid pacing

Fordelar av Edwards Lifescience®
Uttalad perifer arterioskleros inget hinder



http://www.youtube.com/watch?v=1VWIEXhOKao



http://www.youtube.com/watch?v=1VwlEXhQKao

Pre-implant DT aorta for att bestdmma protesens storlek
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Figur 1. Perkutan aortaklaffprotes (Core- Figur 2. Perkutan aortaklaffprotes (Edwards  Figur 3. Perkutan aortaklaffprotes (Edwards
Valve) har implanterats via en (nu utdragen) Sapien XT) implanteras via en kateterfrina  Sapien XT) implanteras via en kateter fran
kateter fran a femoralis till aorta. Klaffsten- femoralis till aorta. Den ballongexbander- vanster kammares apex (transapikalt). Klaff-
ten &r av sjalvexpanderande nitinol och bara klaffstenten dr av rostfritt stal och klaff-  stenten expanderas av en ballong. Fore im-
klaffbladen av grisperikard. Fore implanta-  bladen av kalvperikard. Fore implantationen  plantationen gors ballongdilatation av den
tionen gors ballongdilatation av den steno- gors ballongdilatation av den stenotiska klaf- stenotiska klaffen. Proceduren ar sérskilt
tiska klaffen. Bilden aterges med tillstand  fen. Bilden aterges med tillstand av Edwards  |amplig vid uttalad perifer kérlsjukdom. Bil-
av Medtronic. Lifesciences. den aterges med tillstand av Edwards Life-




1. Obstruktion av avgangerna av kranskarlen

2. Klaffen hamnar for langt ner i vanstra kammaren och paverkar mitralis samt
septum som orsaker ganska ofta en AV-block Il (18.5% pa Corevalve)

3. Paravalvulart lackage

4. Access-problem

5. Stroke risk



Flera studier hos yngre och friskare manniskor

Annu finare utveckling av leveranssytemet

Effektivare skydd mot stroke



Table 7 Indications for aortic valve replacement in aortic
stenosis

Patients with severe AS and any symptoms

Patients with severe AS undergoing coronary artery
bypass surgery, surgery of the ascending aorta, or
on another valve

Asymptomatic patients with severe AS and systolic
LV dysfunction (LVEF <<50%) unless due to other
cause

Asymptomatic patients with severe A5 and
abnormal exercise test showing symptoms on
exercise

Asymptomatic patients with severe AS and
abnormal exercise test showing fall in blood
pressure below baseline

Patients with moderate AS® undergoing coronary
artery bypass surgery, surgery of the ascending
aorta or another valve

Asymptomatic patients with severe A5 and
moderate-to-severe valve calcification, and a
rate of peak velocity progression =0.3 m/s
per year

AS with low gradient (<40 mmHg) and LV
dysfunction with contractile reserve

Asymptomatic patients with severe AS and
abnormal exercise test showing complex
ventricular arrhythmias

Asymptomatic patients with severe A5 and
excessive LV hypertrophy (=15 mm) unless this is
due to hypertension

AS with low gradient (<40 mmHg) and LV
dysfunction without contractile reserve

AS = aortic stenosis, EF = ejection fraction, LV = left ventricular.

*Moderate AS is defined as valve area 1.0-1.5em? (0.6 cm?/m? to
0.9cm?/m?* BSA) or mean aortic gradient 30-50 mmHg in the presence
of normal flow conditions. However, clinical judgement is required.




