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Introduction

Transcatheter aortic valve implantation (TAVI), first per-
formed in inoperable patients with severe valvular aortic 
stenosis (AS), has become a surgical alternative even in low 
surgical risk patients based on the PARTNER-3 trial (1). TAVI 
valves can be classified into two categories: self-expandable 
and balloon-expandable. The experience of the operator and 
patients’ clinical characteristics, such as aortoiliac-femoral 
access and distribution of calcium extending to left ventricular 
outflow tract (LVOT), are important for the choice of the valve. 
However, post-procedural aortic regurgitation and need for a 
permanent pacemaker are more commonly observed with self-
expandable valves. Recent trials with the balloon-expandable 
SAPIEN 3 (Edwards Lifesciences, USA) valve have shown su-
perior clinical results to the surgical aortic replacement and 
self-expandable valves (2). In our clinics, we prefer balloon-ex-
pandable valves because of its superiority, but in select cases 
which have extensive LVOT calcification and unsuitable periph-
eral access, the self-expandable Evolut-R (Medtronic, USA) 
valve is preferred.

The balloon-expandable Myval prosthetic valve (Meril Life 
Sciences, India), has been evaluated in the Myval-1 study (3) 
and has shown clinical efficacy and safety. In this study with 30 
intermediate-to-high risk AS patients, all the procedures were 
successful with no paravalvular leaks or post-procedural per-
manent pacemaker implantations. A European Community mark 
has been given to this valve and Myval entered the market in 
Turkey earlier this year.

The structure of the Myval valve is like the SAPIEN-3 valve 
(Fig. 1a), but there are several differences which favor Myval. A 

14-Fr expandable sheath is used during the insertion of the valve, 
which is smaller than the SAPIEN-XT or SAPIEN-3 entry system. 
Another difference is that it is crimped on the balloon catheter 
system, which may be an advantage because the SAPIEN valves 
are mounted on the balloon in the descending aorta. Sizes for 
larger aortic annuli (30.5 mm and 32 mm) are available for the 
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Figure 1. The Myval valve and its implantation procedure. (a) 
Structural appearance of the valve. (b) After positioning the aortic 
cusps in a straight line, valve is placed to the optimal position, then 
under rapid ventricular pacing, the balloon of the valve is inflated a bit 
and the dog-bone appearance occurs. Just at this time aortography is 
performed to prove the correct position of the valve. (c) The balloon 
is fully inflated still under rapid pacing. (d) After deflating the balloon, 
the valve is implanted to the correct position. In aortography, no aortic 
regurgitation is observed
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Myval valve. Intermediate sizes (21.5 mm, 24.5 mm, and 27.5 mm) 
are available which decrease the risk of annular rupture, a seri-
ous complication of balloon-expandable valves. These sizes are 
expected be available in Turkey soon.

Balloon pre-dilatation is recommended before the Myval 
valve implantation. Because of our experience in SAPIEN XT 
and SAPIEN 3 valves, we do not routinely perform pre-dilata-
tion when inserting the balloon-expandable valves. Direct TAVI 
has also been shown as effective and safe as TAVI procedures 
with pre-dilatation (4). Pre-dilatation is performed when the 
operator feels that the passage of the AL-1 or AL-2 diagnostic 
catheter through the aortic valve is difficult with the straight 
0.035” wire.

In this article, we present our experiences with the first 9 
TAVI procedures using the Myval valve in June and July 2020. 
The clinical, electrocardiographic, and procedural characteris-
tics of the patients are summarized in Table 1. In all the patients, 
the TAVI procedure succeeded. The procedural technique is 
like the SAPIEN XT and 3 valve implantation (Fig. 1a-1d). Video 
1 shows one TAVI procedure with the Myval valve. As we have 
mentioned, the differences were the lower profile sheath used 
for the entry and the valve itself, which is mounted on the bal-
loon outside the body, not in the descending aorta. A marker can 
be placed in the middle of the valve between other two markers 
showing the proximal and distal edges of the valve. This marker 
helps align the valve to the aortic annulus, which should be at the 
level of the lower border of the non-coronary cusp).

Under mild or no sedation, our TAVI procedures were per-
formed via 14Fr sheath using 2 ProGlide pre-closure systems 
(Abbott Vascular, USA). We performed these cases without pre-
dilatation, and no difficulty was observed during the valvular 
passage and implantation. No death or cerebrovascular event 
was recorded during hospitalization. Post-procedural mean 
transvalvular gradient was 9±2 mm Hg. Mild paravalvular regur-
gitation was observed only in one patient. A permanent pace-
maker was also implanted in one patient after the procedure. In 
this patient, when the straight 0.035” wire passed into the left 
ventricle, a complete atrioventricular block developed which had 
not resolved 48 hours after the procedure. In eight patients, the 
procedural time was less than one hour and in one patient, be-
cause of severe peripheral tortuosity, it was 110 minutes. Two 
patients were discharged on the second day, 6 patients on the 
third day, and only one patient on the fourth day after valvular 
implantation.

The development of this transcatheter Myval system is im-
portant because of the relatively lower cost when compared 
to the other balloon-expandable TAVI systems and its efficacy, 
which is comparable to the SAPIEN-3 valve (3). Longer term 
follow-up studies are needed to see the durability of the valve. 
However, Myval TAVI system is operator friendly because of the 
lower entry profile, which allows its use in patients with poor 
vascular access. The intermediate sizes are expected to de-
crease the risk of annular rupture.
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Conclusion

In this article, we have presented our positive experience 
with the Myval valve. Long-term studies of this new valve are in 
progress. We believe that use of this valve will increase world-
wide after these trials because of its ease of implantation and 
favorable hemodynamic profile.

Video 1. Implantation of the Myval valve to the aortic position
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