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Randomized Comparison of Transcatheter
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Patients
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Prospektivni, multicentrickd mezinarodni studie
PASCAL systém (Edwards) vs. MitraClip (Abbott)
Pacienti s vyznamnou, symptomatickou degenerativni mitralni regurgitaci nevhodné k
chirurgické l1écbé
Non-inferiorita systému PASCAL ve srovnani se systémém MitraClip s ohledem na:
- bezpecnost: vyskyt major adverse events (MAE) ve 30 dnech po implantaci
- acinnost: vyskyt mitralni regurgitace < 2.st. po 6-ti mésicich



Design studie

FIGURE 1 The CLASP IID Trial Design

Patients with significant symptomatic
degenerative mitral regurgitation (MR 3+ or 4+)

!

Deemed suitable for M-TEER by heart team

!

Echocardiographic core laboratory evaluation
and CSC assessment

Deemed suitable for both Deemed suitable for PASCAL only Deemed unsuitable
PASCAL and MitraClip and not for MitraClip due to for both PASCAL
v complex anatomy and MitraClip

CLASP IID Randomized Trial PASCAL IID Registry

2:1 Randomization

PASCAL system MitraClip system

PASCAL system

Primary Endpoints, Noninferiority
Safety: Composite of major adverse events at 30 days
Effectiveness: MR < 2+ at 8 months

Flowchart illustrating the trial design. CLASP IID = Edwards PASCAL Transcatheter Valve Repair System Pivotal Clinical Trial; CSC = central
screening committee; MR = mitral regurgitation; M-TEER = mitral valve transcatheter edge-to-edge repair.
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Anatomicka vylucovaci kritéria:

stfedni a vétsi kalcifikace v oblasti cip(
perforace cipu

dva a vice vyznamnych orificii regurgitace
plocha mitralni chlopné < 4 cm?

délka mobilniho cipu > 8mm

vicecetny prolaps cipl
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Studijni centra
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Prubéh studie

FIGURE 2 Patient Disposition and Flow for the CLASP IID Randomized Trial

PASCAL PASCAL Ace
F .4 [ Enrolled MITRACLIP™
| “7 ﬁ N=180 TRANSCATHETER EDGE-TO-EDGE REPAIR (TEER)
0 !

[ MitraClip system

N=63
Death: 1 » Death: 1
\ 4
n=62
Visit completed: 100% (62/62)
Death: 5 P ~ .
Withdrew: 1 Peaied
\ 4
n=59
| Visit completed: 94.9% (56/59)

ILllustration of patient enrollment, randomization, and follow-up, with visit windows of 30 + 7 days and 6 months + 30 days. For follow-up
visits affected by the COVID-19 pandemic, the visit windows were adjusted to 30 days —7/+14 days and 6 months —30/+90 days.
CLASP IID = Edwards PASCAL Transcatheter Valve Repair System Pivotal Clinical Trial.




Proceduralni data

TABLE 2 Procedural Outcomes

PASCAL MitraClip
(n=117) (n =63) P Value
Successful implantation rate® 116/117 (99.1) 63/63 (100.0) 1.000

Fluoroscopy duration, min
Mean number of devices implanted in patients who received a device

Number of implanted devices
1
2

Location of implanted devices
Al-P1

A3-P3
Other®

Device type
PASCAL
PASCAL Ace
PASCAL and PASCAL Ace
MitraClip NT, NTR, or XTR
MitraClip NT, NTW, XT, or XTW (G4)

Total length of stay for the index procedure, days

23.0 (15.0-34.0) (115)

1.5 + 0.6 (116)

63/117 (53.8)
49/117 (41.9)

71171 (4.1)

17/171 (9.9)
6/171 (3.5)

78/116 (67.2)
28/116 (24.1)
10/116 (8.6)

1.0 (1.0-2.0) (117)

20.0 (14.0-29.0) (63)
1.6 + 0.7 (63)

30/63 (47.6)
26/63 (41.3)

3/100 (1.6)

17/100 (17.0)
1/100 (1.0)

24/61 (39.3)
37/61 (60.7)

1.0 (1.0-2.0) (63)

0.146
0.215

0.170
0.439
1.000

0.251

0.505

Mean Transmitral Valve Gradient
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Transmitralni gradient
A=1.3% A=0.02%, p=0.896
A=1.2¢ A=-0.109, p=0.595
J
TAT
p=0.266°
(ANCOVA)
Baséline Discl;harga 1I é Ili t; I5 (Ii

PASCAL
MitraClip

113
59

115
62

Time from Procedure (Months)
108
62

== PASCAL =@= MitraClip

92
51
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Primarni bezpecnostni ci

Major adverse event (MAE): 3.4% Pascal vs. 4.8% MltraClip

PASCAL (n=117) MitraClip (n=63) Difference One-sided 95% UCB
3.4% (4/116) 4.8% (3/63) -1.3% +5.1%
Favors PASCAL < » Favors MitraClip
-1.3% +5.1%
Difference uce
e = = - >
-20% -1 (Il% 0% 1 0]% 20%

Difference (PASCAL-MitraClip)
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Primarni efektivni ci

Vyskyt mitrdlni regurgitace 2. sat. méné za 6 mésicu: 96.5% Pascal vs. 96.8% MitraClip

PASCAL (n=117) MitraClip (n=63) Difference One-sided 95% LCB
96.5% (110/114) 96.8% (60/62) -0.3% -6.2%
Favors MitraClip < » Favors PASCAL
-6.2% - 0.3%
LCB Difference
= = = = = = = = = === = - -
-20% -1 6% 0% 1 d% 20%

Difference (PASCAL-MitraClip)



/meny ve vyznamnosti mitra
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ni regurgitace

— 98.1%
—71.2%
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Pretrvavani vyskytu mitralni regurgitace 0-1 st.
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Echokardiografické zmeny po intervenci WCLASPID

Tepovy objem
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Klinické prihody po sesti mésicich

C Major Adverse Events
__ 1004
. : 1
2 80 - 96.6 + 1.7
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§. " ] Logrank P = 0.231
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Time (Months)
No. at risk:
— PASCAL 117 n2 n2 m 108 107 105
— MitraClip 63 60 58 57 56 56 56



/meny ve funkcn
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ide NYHA a v kvalité zivota
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FIGURE 5 New York Heart Association Functional Class at

MitraClip

—94.6%

Baseline 6 Months

Graph shows paired analysis for New York Heart Association
functional class. P values for intragroup comparison were
calculated using the Wilcoxon signed rank test and for intergroup
comparison were calculated using the Wilcoxon rank sum test.
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P=0.285
A=40.9 (ANCOVA)
P=0.016
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P<0.001 P=0.163

G ol (ANCOVA)
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Studie CLASP IID je prvni randomizovana studie srovnavajici dva systémy pro TEER. Studie prokazala non-inferioritu
systému Pascal jak v bezpeCnosti, tak v efektivité redukce mitralni regurgitace ve srovnani se systémem MitraClip

Oba systémy vedly k radikalnimu - a min. 6 mésicu trvajicimu - zmenseni velikosti mitralni regurgitace,
nasledovaném vyznamnym funkcénim zlepsenim a rovnéz tak zvySenim kvality zivota. Echokardiograficky vedla tato
terapie ke zmenseni objem( levé komory a zvyseni jejiho dopredného vydeje.

Vyskyt zavaznych prihod byl ve sledovaném obdobi (6 mésicli) nevyznamné nizsi ve skupiné |é¢ené systémem Pascal

Doba vykonu byla ve skupiné nemocnych |é¢enych systémem Pascal vyssi, coz bylo zfrejmé dano nizsi zkuSenosti
tymu s timto systémem




