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Real-world experience using the ACURATE neo prosthesis: 30-day
outcomes of 1,000 patients enrolled in the SAVI TF reglstry
Eurolntervention 2018;13:e1764-e1770 published onlus% November
2017 published online e-edition February 2018, BXQﬁelge Molimann et

al. &
&L

(\
Very low pacemaker rate following ACUE\&ATE neo transcatheter
heart valve implantation; Eurolnterverxtibn 2017;13:1274-1281
published online September 2017, bégQStefan Toggweiler etal.
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Table 2. Procedural characteristics. RS
% 100 -
Predilatation WU 961 (96.1%) 90
Valve size S 06'\, 26T 126.1)
M & 431 (43.1) 801
L <@ 308 (38.0) 20
Device usage time® [min:sec] Q\{\g _6:3446:18
Deployed with rapid pacing & C 487 48.7)) 0 -
Post-dilatation & Z 8)
Mitral valve appamtufg;oo@mage or dysfunction 0 (0.0} a0
Annular rupture \O&U 0 (0.0) 40
Ventricular seE@ﬁ)erforation 00
F‘mceduralkgﬁﬁice success Q 987 (98. }'D 307
e
Valve-in-valve 9(0.9) 20
Conversion to surgery 3(0.3) :E::ig :H
Aborted procedure 1(0.1) 101 B Class ||
Data are displayed as n (%) or mean+SD. 2Delivery system into sheath - M Class |
to delivery system removal post implant. B 7 £
OQQ* Baseline 30 days

. &O
1 month outcomes in 1%@5 pts
O

P



&
; ~Salvular/Structural Interventions

A
G
(\Q

Table 4. Clinical outcomes at 30 days.

Table 3. Echocardiographic parameters at h'%ge‘ﬁne and early

follow-u P. Ob‘)o Early safety® 86 (8.6)
_‘ 3 Mortality 14 (1.4)
Baszline ‘ 1 days/discharge cardiovascular 10(1.0)
Oy~ N

. g RS Strok . 19 (1.9
Effective orifice area, cm? <N=865 N=416 0: - (.\\\,{@’ (1.9)

& isabling S :
{\\%& shatmin Lo Life-threatening bleeding o 13 (1.3)
Mean gradient, mmHg v\\& N=872 = Major bleeding K4 44 (4.4)
0,\‘2)‘ A2 7+15.2 8.4+4.0 Acute kidney injury stage 2 0\@6\\ 13 (1.3)
. o %;V 4 Major vascular compl icatirg[iz’ 32 (3.2)

Aortic regurgltatlnrl&o N=871 N=844 Coronary obstruction t;gg'h\\ilring reintervention® 0 (0)

o, o

< Grade 1 [nnra)ectn mild) 719 (82.5) 809 (95.9) Repeat Pmﬂe““m@é 0©
?t\ e Myocardial infarcti&a; 3 (0.3)

Grade 2 (mgRlerate) 122 (14.0) | C_35(4.1) S 00

> \4
Grade 3 {moderate to severe) 22 (2.5) 0 (0.0) f"‘f t“rt"%‘f@'sd 0©
ardiac tgNiponade
Grade 4 [SEUETE} 8 {{]9} 0 {DD] New{\@emaker implantation 4 83 (8.3) 4>
, , Dat¥ are displayed as n (%). =1 patient withdrew consent aftgr———
Data are displayed as n (%), unpaired data. ®paravalvular leak. SY?atment, 1 did not return for 30-day visit. ®a composite of all-cause
Vimortality, all stroke, life-threatening bleeding, coronary obstruction
0%9 requiring intervention, major vascular complication, acute kidney injury
Qq‘ stage 2 or 3, and repeat procedure for valve-related dysfunction.
Oo ©1 partial occlusion reported without need for intervention.
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Abstract s

Aims: The aim of the SAVI TF registry was to af\aﬁg the safety and performance of the self-expanding ACURATE neo transfemoral transcatheter heart valve in a

large patient population with severe aortic sten&’sus and to investigate whether the outcomes obtained in the CE-mark cohort can be replicated in an ugselected all-
@ \

g N y 60‘0

§ R

Methods and results: From O@a‘ber 2014 until April 2016, 1,000 patients were enrolled in this prospective, European multicentre mgs@?{bf’at]ents were 81.1+5.2

years and had a logistic Em@‘CORE IT and STS score of 6.6+7.5% and 6.0+5.6%, respectively. Predilatation was performed in 96. Lg*?of patients and post-dilata-

tion in 44.8%. Pmcedurgeand device success were both obtained in 98.7%; failure comprised nine valve-in-valve procedures, tl:ug’e conversions fo surgery, and one

aborted pmcedule ]Zl?é primary endpoint was 30-day mortality, which was observed in 14 patients (1.4% [95% CT: 0.7-2.1]). I@ablmg stroke was seen in 1.2% (95%

CL: 0.5-1.9) an@Yew pacemaker implantation in 8.3% (95% CI: 6.6-10.0). At discharge, mean effective orifice area wasvf*??i(} 46 cm? and mean gradient 8.4+4.0

comers population.

>
mmHg; 4.149 of patients had a more than mild paravalvular leak. %ése’
,@‘Q’
Conclusions: In this initial experience, treatment with the ACURATE neo prosthesis resulted in good chugaﬁoutcomes with very low complication rates.
K3
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Before TAVI &

)
SR, BBE, AVB1

=

A\
v ACURATE neo size selection based on
\\*\ perimeter-derived annular diameter

« Predilatation balloon 1-3 mm smaller

Q,\fb’ than the perimeter-derived annular diameter
6"1/ v If required, post-dilatation balloon
o 1-2 mm smaller than the perimeter-derived
S annular diameter
&
A
O
v
‘b© 2.3% new permanent
0’\ pacemaker rate
Vv After TAVI 10.3% new left bundle

SR. BBB. AVB1 branch block rate
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Table 2. Procedural characteristics and post-procedural 6\%

Q
outcomes. RN

Patients .
[ Patients ‘

All with new

new

conduction
disorders
(n=124)*

; Timin
E?;:.“;t;,"rﬂ'::"e{' annular | 5, 0+1.5 23.9x1.5 é@il.z 0.11 EGG at HEHSD" 'fﬂl' E

Aroa-derived annuiar > . ECG after 24 hrs .| pacemaker
P I 23.5+1.4 234415  [5'23.9+1.1 0.16 hﬂSEIl“E [JHGEITIEHEI

conduction ;| p-value
disorders
(n=373*

patients
(n=1735)

rean annular diamelgg 23.6+1.5 23'51166)‘2}‘ 24.0+1.1 0.20 Im p Ia nt

Implanted | S 31 (18%) 25 (@%) 4(11%) . - A

vaivesize |y 75 v e o5 1 RBBB Third-degree AVB | Third-gégree AVB | Procedure day
L 69 (39%) || (4 (36%) 18 (47%) ) BT

Valve oversizing, mm 1.42:0.8 \foiminduend et | 0.95 i Unremarkable | Short episode of Tgurﬁ-degree AVE Day 4

I:'nr;dilatatiun balloon size, - N 0 1416 u 015 hlgh-{l&grﬂﬂ' A.‘I.IrB on (\o

i USRS J@Gilo.g 1.8+0.8 1.9+1.1 0.84 §°

telemetry "

Meed for post-dilatation :)\ﬁﬁ (269&)

Post-dilatation balloon

37 (30%) G (16%5) 0.10

N

o | 235=18 | 22924 | 2d0m1l || oo8 3 RBBE, aftrial Thlrd—degreg@ﬁﬂ Third-degree AVE Next day
undersizing, mn]\'\5 I 11=08 L. 8 1.1=1.5 e ﬁhfi"ﬂti'ﬂn 06,
Implantation d$fh. mm 4.2+1.6 4.1+1.5 4.5+1.5 0.34 ’\A
Aortic valve area, cm? 2.00.4 2.0+0.4 1.8+0.4 0.06 4 HE EE R EEEa,@ﬁQI'Et-ﬂEgrEE DEIEjEd Day E
Mean gradient, mmHg 6.9x+3.7 6.84+3.8 6.9:3.4 0.95 ‘(’\\, .
Para- noneftrace | 66 (38%) | 46 (37%) 12 (32%) \{\Q AVE h |Eh -dﬂ'gmﬂ AVE
vavuar | mild 101 (58%) 73 (59%) 22 (59%) 0.57 >~
tan 212 moderate 8 (5%) 5 (4%) 3 (8%) {_,\%Y on dﬂ}r 5]
E‘L‘::Iﬁl:'::"ﬁf;‘r'.a' 12 (7%) 7 (6%) 5 (14%) 0.27 %9(]/\’
m:g:{iﬁigme't" B 13 (735) 7 (6%6) 5 (14%%) 0.26 Q&

o = 2.3 % new PM rat
;‘(;’sd‘;?tglfs'gt‘:"]‘rﬁ',"rgzge 3 (1-38) 3 (1-38) 4 (2-28) 0.95 C4 7 5 —_ 2 . 3 0 n eW ra e !
Any stroke at 30 days 3 (2%) 3 (2%) 0 (0%) 0.34 v
Mortality at 30 days 1(1%) 0 (0%) 1(3%) 0.07 ,\‘b©

*Patients with a prior pacemaker were excluded from subgroup analysis.
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Abstract o

Aims: The aim of this study was to investigate g.shether minimising trauma to the aortic annulus and left ventricular outflow tract reduces the occurrence of new con-
S

duction disorders and the need for penuaneg&?pacemakers Q{@
Methods and results: A total of ITQ,ﬁatlents (58% female, mean age 836 years) underwent transfemoral TAVI with the Boston Sclmlhﬁg@ftURATE neo at three
centres in Europe. Prosthesis su@\éaectlnll was based on perimeter-derived annular diameter. Predilatation was performed in all with @@hlloﬂn 1.940.9 mm smaller
than the perimeter-derived atﬁlulal diameter. Post-dilatation was performed in 46 (26.3%) with a balloon 1.2+0.9 mm smaller than ﬂw‘“’pa imeter-derived annular diam-
eter. Eighteen patients glmﬁ)@ 3%) developed a new left bundle branch block, 13 (7%) a new first-degree AV block, and four (2 SIV@B?ecewed a new permanent pacemaker.
Paravalvular regurgitatmn Was none/trace in 66 (37.7%), mild in 101 (57.7%) and moderate in eight (4.6%). At 30 days, lift? rate of any stroke was 1.7% (3/175), and
one patient @ﬁ@/ﬁ had died. é(,p

Cﬂnclusmns With careful selection of the balloon and the ACURATE neo prosthesis size, very low rates mﬁeffew conduction disorders and permanent pacemaker

implantation may be achieved without increasing the amount of paravalvular regurgitation. '«\‘§
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Which is the best antlaggregargt\*‘or anticoagulant therapy after TAVI? A
propensity-matched analy3|§o‘from the ITER registry. The management of DAPT

after TAVI, Eurolntervent|0|g&017 13:€1392-e1400 published online September 2017
published online e- edltloQ«Qﬁ)ecember 2017, by Fabrizio d’Ascenzo etal.

6.
x@
ITER regist:y (patients not on ITER registry (patients on O@@{\
' oral an’:icuaiulant therapy) oral anticoagulant therapy) 3
= N=292 N
| N &
| ‘19? \ / \ QA"}\
2 &
& &
Oqﬁs. irin alone Dual antiplatelet therapy OAT alone OAT and aspir@ﬁ therapy
N N=605 N=759 M=131 MN=t&1
¥ S
© el
Q\‘b O
P é,)é
K@
Propensity score and matching &’\@
(clinical presentation, risk factors, procedural features) \*‘
\q" .
P
| &
S
RS
| &O
EC)
Aspirin alone Dual antiplatelet therapy QAT alone OAT and aspirin therapy
N=605 N=605 S° N=105 2105



All-cause deathb@ 1.5 4.5 / 0.002 \
Major vasc u!gr'{‘:mnplic ation 5.3 12.3 <0.001
Minor va sgﬁl‘ar complication 4.6 7.9 <0.001
Majurﬁ@jﬂ%ding 6.7 12.3 <0.001
Mi\qﬁphleeding 2.0 7.3 \-::D.ﬂl]l
_4jfe-threatening bleeding 7.6 9.8 “UES
gqb Stroke 1.6 1.8 0.58
Q@o" Long-term follow-up
000 Prosthetic heart valve dysfunction 2.8 3.0 0.50
All-cause death 26.0 27.0 P i
Major bleeding 1.4 4.0 =0.001 Aﬁ
Stroke/TIA 0.7 1.5 ;

&
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N

treated with antiplatelaﬂﬁnticuagulatiun therapy.

30-day follow-up .

Aspirin only
(N=605) (25)

DAPT
(N=6025) (%)

&
Table 4. Summary of the‘g&in results of the study in patients

p-value

30-day follow-up
All-cause death

OAT only
(N=105) (%)

29

OAT and aspirin
(N=105) (%)

Life-threatening bleeding

Long-term follow-up

48

Prosthetic heart valve dysfunction 29 AT2.9 0.65
Major bleeding 2.9 @?} 4.8 0.36
Stroke/TIA 2.9 o 3.8 0.50
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Abstract o°

Aims: The safety and efficacy of single vs. dual anh%la?elet therapy (DAPT) in patients undergoing TAVI remain to be addressed. The aim of our study was to evaluate
the usefulness of a DAPT compared to a single glfﬁelet therapy in patients undergoing TAVI with a balloon-expandable prosthesis.
>

e"’é &
Methods and results: All cnnsemltwg«f}atlents enrolled in the ITER registry were included. Patients undergoing TAVI discharged with aspmg@?ﬂne were compared
to those taking DAPT before and éﬁ%of selection using propensity score with matching. Subgroup analysis was performed for those on OAT iE”IﬂE»ﬂlETlC heart valve dys-
function at follow-up was tha@nnaly endpoint, whereas all-cause death, cardiovascular death, bleedings, vascular complications and,a&:rebmvascular accidents were
the secondary ones. Fr on;gi' 364 patients, after propensity score with matching, 605 were selected for each group (aspirin alone vg,o‘ﬁAPT) At 30 days, rates of VARC
mortality were lowg\fﬂ patients with aspirin alone (1.5% vs. 4.1%, p=0.003), mainly driven by a reduction of major vascular eﬂinpllcatmns (5.3% vs. 10.7%, p<0.001)

*
and of major blg@thlﬂs 6.6% vs. 11.5%, p<0.001), without a difference in prosthetic heart valve dysfunction after 4514 ummhs (2.8% vs. 3.0%, p=0.50). These results

were mnﬁlﬁh‘ed on multivariable analysis. %e‘\“
\9@
S
Conclusions: After TAVI with a balloon-expandable prosthesis, aspirin alone does not increase the risk ugﬁsthetic valve dysfunction, and reduces the risk of peripro-
N
cedural complications and of 30-day all-cause death. Y
s~
&
A
Y
o%
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Volume-outcome relationship with tragSfemoral transcatheter aortic valve implantation
(TAVI): insights from the compulsorfGerman Quality Assurance Registry on Aortic Valve

Replacement (AQUA Eurolnterve@ﬁon 2017;13:914-920, by Kurt Bestehorn etal

| 2[}1&1 13 246 patlents &
| undﬁwent TAVI in Germany | Q«O@@
& n=2,963: transapical TAVI &
INg procedures | &
P &
O(é@ 6‘7’(}
O/\O 10,299 TF-TAVI @Q‘O
o% W
S n=330: emergency TF-TAVI y &
| ' &{@&

N

n=45: from 10 hospitals v
| performing <10 TAVIs p@ﬁ\year

o°Q
Study cohort: &
n=9,924 TF-TAVI, 87 hospitals q)©‘>

P
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Table 2. Periprocedural and post-procedural dataeaﬁﬁnrding to annual number of TAVI procedures performed per hospital.

Annual number of TF-TAVI
procedures

pvalue

00-99 100-149 ‘ 150-199 ‘ 2200 (Welch's test)

Number of hospitals & 22 19 25 7
In-hospital mortality (%) &@# 5.6+5.0 5.0+2.9 4.0+2.6 3.4+1.8
Cerebrovascular event {%Lf‘\\&b 2.4+2.9 3.2£1.8 1.9£1.9 2.9+1.9
Myocardial infarctiﬂnogﬁ 0.1+0.5 0.5+1.1 0.3+0.6 0.1+0.2
Low cardiac Dutpgcl‘f’%} 4.2+6.5 3.0£2.8 2.2+2.2 2.6+2.6
Resuscitatiog?%) 37445 35:2.7 25:1.6 22414
Need fnrlf}\gnsient dialysis (%) 2.6+3.2 2.5+2.7 1.8+1.3 1.2%‘;5.50
Need for permanent dialysis (%) 1.7+2.7 2.5+3.3 2.0t1.7 \.&@6\11 0
Overall length of stay (days) 1946 2015 17+3 ,,c'\q"v\\ 15+3
Days from TAVI to discharge 1143 12+2 10+1 ,@“’“%6 10+2
Procedure times (min) 96.2+25.3 98.8+20.6 ?4.2\3«1@3 /1.2+18.3
\%@\"
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y=—0.016In(x)+0.1123
R2=0.1482
p<0.001
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Abstract =

Aims: Previous studies have shown lower rates nfem"ﬁﬂspltal complications and mortality for patients undergoing surgical aortic valve replacement (SAVR) in high-

volume compared with lower-volume hnspltalsv‘ﬁ was the aim of our study fo analyse whether there is a similar volume-outcome relationship for tlansbcatheta aortic

D
valve implantation (TAVT), which is 111crea§ingly used in clinical practice. &

‘0
Methods and results: we analysq&oaﬂ patients with non-emergent transfemoral (TF) TAVI procedures performed in 2014 in 87 Ge1ma1}\h35pltals We used the
German Aortic Valve score 2.0 to?calculate the ratio of observed versus expected (O/E) in-hospital mortality. A total of 9,924 patients (HEE &1Q4il  years, 45.3% male,
median log EuroSCORE 1 Bﬁﬁ% IQR 4.55) were included. Average observed mortality was 4.3£3.3%, while the expected average mﬁallw was 5.4£1.4% (mean O/E
ratio: 0.8). Average ma@spltal mortality was 5.6£5.0% (range, 0 to 16.7%) in the lowest volume group of hospitals perf{}nnuygefﬁo TF-TAVI annually compared to
2.4+1.0% ( ranﬂe @/\S to 3.7%) in the highest volume hospitals with >200 TF-TAVI procedures per year. There was a CDIITIQQG%S statistically significant association of
lower O/E r@ﬁm with increasing TF-TAVI volumes (p<0.001), but without a clear-cut threshold. Major c::)mpllcatmsegem ologic events, and rates of new pacemaker

®

ullplantatmn were not different between low- and high-volume hospitals. %@@
\,

Conclusions: Across the spectrum of hospital volumes from 11 to 415 patients undergoing TF-TAVI per yegx\ﬁl Germany, there was a continuous, statistically signifi-
cant association of lower average observed as well as risk-adjusted in-hospital mortality with 111::1‘&515111“%3&“}‘ -TAVT volumes.
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Novel percutaneous suture-mediated pagént foramen ovale closure

technique: early results of the Nobles,t\lztch EL Italian Registry;
Eurolntervention 2018;14.e272-e279 pUbIlshed online April 2018 published online

e-edition June 2018, by Achille Gagﬁ"ardone etal
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Evaluated for suture-based 6°0
PFO closure (n=200) ,\«0 A Right-to-left shunt at baseline B Right-to-left shunt at follow-up
Exclud
—Fe ed mteratnal septum (n=3) 100+ 100+
» — Atrjal‘septal defect 210 mm (n=4) | el
—gﬁ raventricular arrhythmias during ©
v #2 induction of anaesthesia (n=1) Q@(\
Suitable anatomical characteristics éo° ¥ 80 B0 - 1Ny
ofthe PFO=192) ™| | Traditional device implanted (n=7) , \(\Q{b
Qr\q” <
ARl |« o
q@g — Procedural failure (n=6) | 1S
) Y &
Sucq@ﬁful subure of Traditional device implanted (n=6) &Q‘
tm\sepia (n=186) | a0 a0
‘b
N
P
Follow-up
201 201
Right-to-left shunts < grade 1 Right-to-left shunt = grade 2
(n=166) (n=20) .
" , +‘ 0 & h S [
Uit apz etz dois JIl 2 - Grade0  Grade, L® Grade2  Grade3 Grade 0 Gradel Grade?  Grade3
N N\ ~ A
?BO
©
\%
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Abstract

Aims: The aim of this study was to assess the ef@gﬂf} of a novel percutaneous “deviceless” suture-mediated patent foramen ovale (PFO) closure system.
6' @6
Methods and results: Between June Qﬁﬁ and October 2017, a prospective registry aimed at assessing the safety and efficacy of the I\eble&t&&‘h EL (HeartStitch,
Fountain Valley, CA, USA) suturg bﬁ%ecl PFO closure system was carried out at 12 sites in Italy. Among 200 consecutive patients evaluated, L?%? were considered suita-
ble for suture-mediated PFO ;ép‘?ure (44£13 years, 114 female). Suture of the septum with the NobleStitch EL system was carried out sucae%sﬂllly in 186 (96%) patients.
Median fluoroscopy tlmg&fas 16.1 (13.0-22.5) minutes and contrast volume 200 (150-270) ml. At 206=130 days follow-up, can\l;tﬁ%t transthoracic echocardiography
with the Valsalva ngncdeuwe revealed no RLS (grade 0) in 139 (75%) patients and RLS grade <1 in 166 (89%) patients. Slgmﬁqﬁt RLS was present in 20 (11%) patients
(grade 2 and {@@TI and nine patients, respectively). There were no device-related complications. é@b'v

‘L (2)
Conclusions: The early results of this first Italian registry indicate that the suture-mediated “deviceless” clas@ of PFO is feasible in the majority of septal anatomies,
and provides an effective closure of PFO comparable to traditional devices with a good safety profile at&ﬁg fum-term follow-up.
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& Summary
,'QO
s>
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» Newer devices and un%g?standlng implantation techniques reduces PPM rates after TAVR ‘.@"’
({@@6 '@Q&o
» Single aspirin th%{:'aqpy might prove sufficient after TAVR .onb(”
’19\%’ 4"’(\\
(%)
» Higher volggﬁes/operator provides better in hospital mortality outcomes S
N P
ox ©
A Q
> Hea%t?S‘titch device for PFO treatment adepts to “/eave no footprint” and seergs"%ffective.
N &
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