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A B S T R A C T   

Background: The balloon expandable Myval transcatheter heart valve (THV) showed encouraging results 
regarding residual aortic regurgitation (AR) from multiple observational studies. The newly designed Myval 
Octacor has been introduced recently, aiming for a reduction in AR and improved performance. 
Objectives: The focus of this study is to report the incidence of AR using the validated quantitative Video-
densitometry angiography technology (qLVOT-AR%) in the first in human use of the Myval Octacor THV system. 
Methodology: We report on the first in human use of the Myval Octacor THV system in 125 patients in 18 Indian 
centres. Independent retrospective analysis of the final aortograms following implantation of the Myval Octacor 
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was performed using the CAAS-A-Valve software. AR is reported as a regurgitation fraction. The previously 
validated cutoff values have been used to identify ≥moderate AR (RF% >17%), mild (6% < RF% ≤17%), and 
none or trace AR (RF% ≤ 6%). 
Results: Final aortogram was analysable for 103 patients (84.4%) among the 122 available aortograms. 64 (62%) 
patients, had tricuspid aortic valve (TAV), 38 (37%) with bicuspid AV (BAV), and one with unicuspid AV. The 
median absolute RF% was 2% [1, 6], moderate or more AR incidence was 1.9%, mild AR in 20.4%, and none or 
trace AR in 77.7%. The two cases with RF% >17% were in the BAV group. 
Conclusion: The initial results of Myval Octacor using quantitative angiography-derived regurgitation fraction 
demonstrated a favourable outcome regarding residual AR, possibly due to improved device design. Results must 
be confirmed in a larger randomised study, including other imaging modalities.   

1. Introduction 

After 20 years of transcatheter aortic valve implantation (TAVI) 
practice, it becomes the standard of care treatment for severe degener-
ative aortic stenosis (AS) in patients older than 65–75 years, irrespective 
of the surgical risk [1,2]. Since the first TAVI case in April 2002 using the 
Cribier–Edwards aortic transcatheter valve [3], several TAVI devices 
have been developed, tested (In-vivo and in-vitro), and approved for use 
[4]. The different transcatheter heart valve (THV) designs and iterations 
have been tested for safety and efficacy in numerous randomised 
controlled trials (RCT) [5] in addition to multiple prospective non- 
randomised registries [6–8]. 

One of the known limitations of the first-generation TAVI devices, 
either self-expandable (SE) or balloon-expandable (BE), was the 
frequent mild and moderate or more residual paravalvular leakage 
(PVL) compared to surgical aortic valve replacement [9–11]. Some re-
ports suggest the link between mild PVL and mortality, so the new target 
has been directed toward reducing or even eliminating mild PVL 
[12–14]. This has led the different manufacturers to adopt, among other 
improved characteristics, anti-PVL features in the redesigned next gen-
eration THV systems [5,15]. 

The recent generations of TAVI devices show design changes with the 
addition of active and larger internal and external sealing skirts and 
visible markers for better and controlled positioning, aiming not only for 
the elimination of significant PVL but also reduction of mild PVL [5]. 
Overall, the improved designs have been reported to reduce the PVL rate 
in several devices [5,15–18]. 

The redesigned Myval Octacor THV (Meril Life Sciences Pvt. Ltd. 
Vapi, Gujarat, India) is the new iteration of Myval THV that has been 
developed recently, including adding a new skirt size and design and the 
improved device frame design and cell shape. The new Myval Octacor 
THV has been newly implanted in a selected population indicated for 
TAVI in India. We thought to investigate the initial results of residual 
PVL by analysing the final procedural aortograms using the validated 
quantitative Videodensitometry technology [18–24] through an inde-
pendent Core Laboratory analysis. 

2. Methodology 

This study comprised the first in human implantation of the Myval 
Octacor THV system in 125 Indian patients with severe AS in 18 Indian 
TAVI centres (Supplementary Table 1). TAVI treatment was based on the 
local heart team’s decision at each participating centre. 

Pre-procedural Echocardiography confirming the diagnosis of AS 
was performed and analysed locally in the sites according to the rec-
ommended guidelines of native valvular assessment. Pre-procedural 
multi-slice computed tomography scans (MSCT) were analysed by a 
Core Laboratory (MSCT Core Lab-Meril Life Sciences Pvt. Ltd., Vapi, 
Gujarat, India). Aortic valve leaflets (AVL) and left ventricle outflow 
tract (LVOT) calcifications were classified and graded using a semi-
quantitative scoring system, as previously described [25]. 

Device size was selected as recommended for the Myval Octacor THV 
using the annulus area (mm2) and as recommended by the manufacturer 
(Supplementary fig. 1). Patients’ baseline details were collected from 

each site. Procedural TAVI angiograms and cine loops were shared with 
CORRIB Core Lab for advanced research and cardiovascular imaging 
(University of Galway, Galway, Ireland) for independent analysis of the 
final aortic angiograms after implantation of the Myval Octacor with the 
quantitative Videodensitometry technology (qLVOT-AR) using CAAS-A- 
Valve 2.1.2 (PieMedical Imaging, The Netherlands), to assess the AR 
severity in the form of a regurgitant fraction (RF%) on a scale between 
0 and 100% (Fig. 1). The previously validated cutoff values have been 
used to identify moderate or more A, (RF% >17%), mild (6% < RF% 
≤1,7%) and none or trace AR (RF% ≤ 6%) [19–21]. Sellers’ grading and 
depth of implantation were assessed as recommended [26]. 

The study was approved by the local ethics committee for each centre 
and complied with the Declaration of Helsinki. 

2.1. Device description 

Myval Octacor is the newly designed iteration of balloon-expandable 
(BE) Myval THV and is manufactured from nickel‑cobalt alloy for 
optimal radial strength and radiopacity. The valve leaflets are manu-
factured using bovine pericardium tissue that is decellularized using 
Meril’s proprietary Anti Calcium treatment. Myval Octacor has two rows 
of tessellating, geometrically identical octagonal cells as opposed to 
three rows of the predecessor Myval THV, but with the same frame 
height (17.35–21.14 mm) (See Fig. 2). This design change might reduce 
the foreshortening of the Myval Octacor THV during expansion and fa-
cilitates deployment accuracy) 

The upper row (Outflow) is designed with large open cell octagons 
(6 mm) aiming for an uninterrupted flow and access to coronary arteries, 
while the lower row (Inflow) cells are closed with polyethylene tere-
phthalate (PET) as a fabric puncture resistance internal skirt (50% of the 
frame height) in addition to a higher circumferential external skirt 
without much slack and increased surface contact with the surrounding 

Fig. 1. Quantitative AR analysis of the Aortography using the CAAS-A-Valve 
software after implantation of the Myval Octacor transcatheter heart valve, 
AR quantification is presented as LVOT-AR (regurgitant fraction, (RF%)). 
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anatomy to plug micro-channels, and to reduce the propensity for PVLs 
(Fig. 2). The Navigator Inception THV delivery system has an additional 
landing zone marker toward the ventricular end that facilitates precise 
positioning of Myval Octacor THV at the annulus. 

The new Myval Octacor is available in the same conventional sizes 
(20, 23, 26 and 29 mm), in addition to the novel intermediate sizes 
(21.5, 24.5 and 27.5 mm), and XL sizes (30.5 and 32 mm). 

2.2. Oversizing ratio 

Oversizing was calculated based on the native annulus measured 
area from MSCT, and using the manufacturer provided nominal THV 
area for each size (Supplementary table 2), the range of native annulus 
for each size is summarised in Supplementary fig. 1. 

The following formula was used for calculation. 
Oversizing ratio = (Nominal THV area-mm2/ Native annulus (MSCT) 

area-mm2–1) *100, as previously described [27]. 

2.3. Statistical analysis 

Continuous variables are reported as mean and standard deviation 

(SD) or median and interquartile range [IQR] according to the data 
distribution. Categorical variables are reported as frequency and per-
centage. The Bayesian ordinal regression models assessed the associa-
tion between qLVOT-AR and independent variables. The cumulative link 
function was used to fit the regression model to ordered response vari-
ables. The associations were considered statistically significant when the 
posterior 95% credible interval (CrI) for beta covered 0. The rstan, brms, 
and ggplot2 packages in R 4.1.3 environment were used to conduct the 
Bayesian ordinal regression models. In addition, another statistical 
analysis was performed using IBM®SPSS® version 27 (IBM Corp. in 
Armonk, NY, USA). 

A random sample of 15 cases was selected to test Inter, and intra- 
observer variability was tested using the Interclass correlation coeffi-
cient and Bland-Altman Analysis. 

3. Results 

3.1. Patients’ baseline characteristics 

Among 125 patients with severe symptomatic AS treated with TAVI 
using Myval Octacor THV between July 2021 and June 2022. Final 

Fig. 2. Difference in design between the first Myval generation and the new Myval Octacor transcatheter heart valves, Top-left; Angio view of the Myval THV, Top- 
right; the angio view of the Myval Octacor; mid-left; Myval THV, mid-right; Myval Octacor THV, lower-left; cell design of Myval THV stent frame, three rows of 
hexagonal cells with large upper one 6 mm in diameter, lower-right; cells design of the Myval Octacor THV stent frame, two rows of identical octagonal cells, 6 mm 
in diameter. 
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Aortograms were available for 122, with 103 (84.4%) analysable (See 
Fig. 3). 

The mean age was 69.9 ± 8.9 years, 66 (64%) were males, the me-
dian STS risk score was 3.47% [2.15, 7.11], and the majority were 
symptomatic with NYHA class III/IV (84%) (Table 1). Pre-procedural 
echocardiography revealed a median effective orifice area (EOA) of 0.6 
[0.5, 0.8] cm2 and mean pressure gradient of 47.5 [40, 59.5] mmHg 
(Table 2). Pre-procedural MSCT scan analysis showed that 64 (62%) of 

patients have tricuspid AV (TAV) anatomy, 38 (37%) have bicuspid AV 
(BAV) and one patient with unicuspid AV (Fig. 4). According to Sievers’ 
classification, all BAV phenotypes were reported (Table 2). The mean 
aortic annulus area and area-derived diameters were 434.8 ± 99 mm2 

and, 23.4 ± 2.6 mm, respectively (Table 2). Assessment of the calcium 
burden severity revealed moderate/severe AVL calcifications in 54.7% 
and LVOT moderate/severe calcifications in 10.3%. The horizontal aorta 
was observed in 37% of patients (Table 2). 

Fig. 3. Flow chart of the study including patients’ and aortograms included in 
the study. 

Table 1 
Patients’ baseline characteristics.  

Characteristic  

Age, Years 69.9 (8.9) 
Sex  

Male 66 (64%) 
Female 37 (36%) 

Patients’ size  
Weight, Kg 64.4 (12.4) 
Height, cm 160 (8.7) 
BSA, m2 1.69 (0.18) 
BMI, kg/m2 25.20 (4.7) 

Serum Creatinine, mg/dl 1.2 (0.8) 
STS risk score, % 3.47 [2.15, 7.11] 
Diabetes mellitus 52 (57%) 
Systemic hypertension 59 (64.8%) 
Coronary artery disease 48 (54) 
Prior myocardial infarction 5 (5.7%) 
Prior PCI 8 (9.0%) 
Prior CABG 12 (13.5%) 
Chronic kidney disease 11 (12.5%) 
Prior haemodialysis 1 (1.2%) 
Chronic obstructive pulmonary disease 12 (13.3%) 
Prior (any) valve surgery 6 (6.5%) 

Mitral valve replacement 5 (4.8%) 
Tricuspid valve repair 2 (1.9%) 

Peripheral vascular disease 3 (3.4%) 
Cerebrovascular disease 4 (4.5%) 
Any neoplasm (past or active) 2 (2.3%) 
Prior pacemaker 6 (6.7%) 
New York Heart Association class (NYHA)  

Class II 19 (18.5%) 
Class III 53 (51.5%) 
Class IV 31 (30%) 

Data are presented as Mean (SD), Median [IQR], and numbers with (frequency 
%). 
CABG: coronary artery bypass graft; PCI: percutaneous coronary intervention. 

Table 2 
Baseline Echocardiographic and pre-TAVI MDCT assessment.  

Echocardiography 

Aortic valve EOA, cm2 0.6 [0.5, 0.8] 
Mean pressure gradient, mmHg 47.5 [40, 59.5] 
Peak pressure gradient, mmHg 77 [68, 94.7] 
Peak transvalvular velocity, m/s 4.3 [4, 4.9] 
Left ventricle EF, % 51 [43.5, 60] 
Moderate/Severe aortic regurgitation 31 (33%) 
Moderate/Severe mitral regurgitation 11 (12.4%) 
Moderate/Severe tricuspid regurgitation 14 (14%) 
MSCT (essential assessment) 
Aortic valve anatomy N = 103 

Tricuspid 64 (62%) 
Bicuspid 38 (37%) 
Unicuspid 1 (1%) 

Bicuspid phenotypes (Sievers’ classification) N = 38 
Type 0 14 (36.8%) 
Type 1-a 19 (50%) 
Type 1-b 2 (5.3%) 
Type 2 3 (7.9%) 

Aortic annulus area, mm2 434.8 (99) 
Aortic annulus-area derived diameter, mm 23.4 (2.6) 
LVOT average diameter, mm 23.8 (3.1) 
RCA height, mm 15.5 (3.1) 
LCA height, mm 13.3 (4.4) 
Sino-tubular junction average diameter, mm 28.7 (5.0) 
Calcium volume (contrast-enhanced derived), mm3 477 [246, 1029] 
Aortic valve leaflets calcification severity grading  

None 1 (1%) 
Mild 43 (44.3%) 
Moderate 30 (31%) 
Severe 23 (23.7%) 

LVOT calcification  
None 64 (66%) 
Mild 23 (23.7%) 
Moderate 6 (6.2%) 
Severe 4 (4.1%) 

Aortic angulation  
Horizontal (≥49◦) 36 (37%) 
Vertical (<49◦) 61 (63%) 

Data are presented as Mean (SD), Median [IQR], and numbers with (frequency 
%). 
EF: ejection fraction, EOA: effective orifice area, LCA: left coronary artery, 
LVOT: left ventricular outflow tract, RCA: right coronary artery. 

Fig. 4. Aortic valve anatomy with the prevalence of each aortic 
valve phenotype. 
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3.2. Procedural characteristics 

All patients were operated through transfemoral access (100%) 
across the expandable 14Fr Python introducer sheath (Meril Life Sci-
ences Pvt. Ltd. Vapi, Gujarat, India) and using the newly designed 
Navigator Inception THV delivery system (Meril Life Sciences Pvt. Ltd. 
Vapi, Gujarat, India). 

Balloon pre-dilatation was performed in 61 (59.2%), and balloon 
post-dilatation in 13 (12.6%) (Table 3). Seven different sizes of the 
Myval Octacor THV were used; the novel intermediate sizes with a 1.5 
mm increment from the standard sizes (21.5, 24.5, and 27.5 mm) were 
used in 49 (47.6%) patients. 

3.3. Oversizing ratio 

The calculation revealed that the median of down/oversizing was 7.7 
[3, 10.9], while oversizing was achieved in 93 (90.3%) with a median of 
8.2% [3.8, 11.5]. 

Oversizing was ≤10% in 60.2% of patients, and 28.2% were between 
10% and 20%, Table 3. 

Downsizing with − 15% was observed in one case of BAV type 0 with 
smaller supra-annular measurement (Trapezoid valve configuration). 

3.4. Core Lab analysis of the final aortograms 

The final aortogram after implantation of Myval Octacor was ana-
lysed independently and Sellers’ grade [26] was assessed for all cases; 
the majority of them were graded as 0 and 1, 55.3% and 42.7%, 
respectively. Implantation depth at left coronary (LCC) and non- 
coronary (NCC) cusps were analysable in 78 cases with a median of 
4.1 [3.3, 4.9] and 4.1 [3.3, 5.1], respectively. 

Objective quantitative angiography of AR (q-LVOT-AR) was analys-
able in 103 (84.4%) of cases, with the median absolute value of RF% 
being 2% [1.0, 6.0] and a standard error of 0.4% (Fig. 4). 

The causes of non-analysability, Sellers’ grading, and baseline and 
procedural characteristics of the 19 non-analysable cases are summar-
ised in supplementary Table 3. 

According to the validated cut-off values of qLVOT-AR [19–21], the 
analysis showed that 77.7% with RF of ≤6%, which indicates none/trace 
AR, 20.4% with 6% < RF ≥ 17,% which indicates mild AR, and 1.9% 
with RF >17% which indicates moderate or more AR, with maximum RF 
% of 19%. 

3.5. Residual AR in tricuspid vs bicuspid anatomy 

The median of absolute RF% value between TAV and BAV was 2.0 [1, 
6] and 2.5 [1, 6], respectively, and none/trace, mild and ≥ moderate AR 
was 79.7%, 20.3% and 0% vs 73.7, 21% and 5.3% respectively (Fig. 5). 
The Bayesian ordinal regression models showed a non-significant asso-
ciation between AV leaflet’s anatomy and qLVOT AR severity (beta 
− 0.355, 95% CrI [− 1.29, 0.60]). 

3.6. The Bayesian ordinal regression model 

We observed a statistically significant association between q-LVOT 
AR% and severe AVL calcification (Beta = 1.23, 95% CrI: 0.064, 02.42). 
The association between q-LVOT AR% and the rest of the variables was 
insignificant (Supplementary Table 4). 

3.7. Inter-observer and intra-observer variability 

Inter-observer variability (ICC = 0.92, 95% CI 0.78–0.97) and intra- 
observer variability (ICC = 0.97, 95% CI 0.93–0.99) of qLVOT-AR 
showed excellent reproducibility of the analysis (Supplementary Fig. 2). 

Bland-Altman analysis for Inter-observer variability showed limits of 
agreement between − 2.44 (95% CI -4.46, − 0.40) and 5.77 (95% CI 
3.74–7.79) with average bias 1.67 (95% CI 0.51–2.82), and for intra- 
observer variability showed limits of agreement between − 1.67 (95% 
CI -2.99 - -0.35) and 3.67 (95% CI 2.35–4.99) with average bias 1.0 
(95% CI 0.25–1.76) (Supplementary Fig. 2). 

4. Discussion 

This is the first study to report the post-TAVI residual AR after im-
plantation of the newly designed BE Myval Octacor THV system. AR was 
analysed using the quantitative Videodensitometry technology from the 
final post-procedural aortograms. The essential results of this study are 
1) the incidence of none/trace, mild and ≥ moderate AR is 77.7%, 
20.4% and 1.9%, respectively, 2) the median absolute RF% value is 2%, 
3) the prevalence of BAV in the study cohort was 37%, and 4) no sig-
nificant difference between the AR severity between tricuspid and 
bicuspid (All phenotypes) anatomy regarding residual AR severity. 

According to the qLVOT-AR results, Myval Octacor THV shows a 
momentous reduction of the significant post-TAVI AR comparable to the 

Table 3 
Essential procedural characteristics.  

Characteristic N = 103 

Transfemoral vascular access 103 (100%) 
Implanted Myval Octacor sizes  

20 mm 8 (7.8%) 
21.5 mm 20 (19.4) 
23 mm 24 (23.3%) 
24.5 mm 18 (17.5%) 
26 mm 14 (13.6%) 
27.5 mm 10 (9.7%) 
29 mm 9 (8.7%) 

Balloon pre-dilatation 61 (59.2%) 
Balloon post-dilatation 13 (12.6%) 
Independent Core Lab analysis of the final aortograms 
Procedural visual AR (Sellers’ grade)  

Grade 0 57 (55.3%) 
Grade I 44 (42.7%) 
Grade II 1 (1.0%) 
Grade III 1 (1.0%) 
Grade IV 0 

Device implantation depth-LCC, mm 4.1 [3.3, 4.9] 
Device implantation depth-NCC, mm 4.1 [3.3, 5.1] 
q-LVOT AR, RF%  

All patients 2 [1, 6] 
Tricuspid AV 2 [1, 6] 
Bicuspid AV 2.5 [1, 6] 

Down/Oversizing ratio (%)  
(THV nominal area and native annulus area, mm2) 7.7 [3.0, 10.9] 
below − 5% 1 (1%) 
between − 4% and 0% 9 (8.7%) 
between 1% and 5% 33 (32%) 
between 6% and 10% 29 (28.2%) 
between 11% and 20% 29 (28.2%) 
>20% 2 (1.9%) 
q-LVOT AR grading 
All patients  

Non/trace AR 80 (77.7%) 
Mild AR 21 (20.4%) 
Moderate or more AR 2 (1.9%) 

Tricuspid AV N = 64 
Non/trace AR 51 (79.7%) 
Mild AR 13 (20.3%) 
Moderate or more AR 0 

Bicuspid AV N = 38 
Non/trace AR 28 (73.7%) 
Mild AR 8 (21%) 
Moderate or more AR 2 (5.3%) 

Unicuspid AV N = 1 
Non/trace AR 1 

Data are presented as Mean (SD), Median [IQR], and numbers with (frequency 
%). 
AR: aortic regurgitation, AV: aortic valve, q-LVOT AR: quantitative LVOT aortic 
regurgitation, THV: transcatheter heart valve. 
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best in a class of the new THV generations (either SE or BE) analysed 
using the same technology [18]. 

The Myval Octacor is the 2nd generation of the Myval BE THV with 
considerable changes from its predecessor design; this includes the anti- 
PVL new skirt design comprising one internal lining (completely cover), 
the lower cells row with 3% more extension and outer larger PET fabric 
skirt allowing more contact with the surrounding annular anatomy and 
plug micro-channels to reduce the propensity for PVLs (Fig. 2). 

In comparison to other BE THVs, Sapien3™ (Edwards Life science, 
USA), (N = 397) previously reported against the first generation Myval 
[28], Myval Octacor (N = 103) showing more reduction of moderate/ 
severe AR rate (1.9% vs 8.3%) [28]. However, the last iteration of Sa-
pien3™ Ultra still needs to be analysed with the same technology, but 
initial reports confirmed the reduction of significant and mild AR using 
the conventional transthoracic echocardiography [16]. 

The favourable acute performance of the Myval Octacor regarding 
AR severity rates is very assuring considering the morpho-anatomic 
characteristic and demographic of this population which include the 
relatively young and low surgical risk population with a mean age of 
69.9 years and median STS score of 3.47%. Among the analysed cases, 
54.7% have moderate or severe AV leaflets (AVL) calcification and 34% 
with mild or more LVOT calcifications. Accordingly, the rate of balloon 
pre-dilatation was 59.2%, while the balloon post-dilatation performed at 
only 12.6%. Furthermore, one-third of the population had bicuspid AS. 

Myval Octacor was implanted in 39 non-tricuspid AV (38 BAV and 
interestingly in one unicuspid AV) with analysable qLVOT-AR; only two 
patients showed moderate AR with qLVOT-AR (RF%) of 19%. Except for 
those two cases (1.9%), post-TAVI residual AR was either absent or mild, 
which is very encouraging and could be explained by the improved 
design feature of the Myval Octacor. 

The new design has the same frame height as the previous Myval 
iteration (17.35–21.14 mm) but with only two rows of identical octag-
onal cells. This reduces the foreshortening of the Myval Octacor THV 
during expansion and facilitates deployment accuracy. With the new 
Octacor design, the expected infra-annular implantation depth ranges 

between 2.95 and 3.60 mm, which might be targeting a lower incidence 
of pacemaker implantation rate (this was not tested in this study). 

The median depth at both left and right coronary cusps with 4.1 mm, 
and the association between implantation depth and AR severity was 
nonsignificant (Supplementary table 2). 

Another potential mechanism for the Myval THV system’s improved 
performance is the availability of intermediate sizes (21.5, 24.5 and 
27.5 mm) with only a 1.5 mm difference instead of 3 mm of the con-
ventional sizes (20, 23, 26 and 29 mm). In a previous report by Kawa-
shima et al., the utilisation rate of intermediate sizes was 42% of a large 
(>1000 patients) cohort treated with TAVI using the first generation 
Myval [29]. In our report, 47.6% of patients were treated with inter-
mediate sizes of Myval Octacor, which might contribute to the prom-
ising results through avoidance of over-or downsizing in patients with 
borderline annular measurements, but this needs more specific in-
vestigations to confirm the utility of new sizes. 

Oversizing of BE THVs has been reported as feasible and recom-
mended within the safe ranges to minimise the incidence of PVL [30]. 
The calculated oversizing ratio with Myval Octacor revealed a median of 
8.2% within the accepted range of <10%. 

Among TAVI devices previously analysed using qLVOT-AR technol-
ogy, SE ACURATE neo2 (N = 120) (Boston Scientific) and the Lotus (N =
546) (Boston Scientific) (not available in the market anymore) were at 
the top of the rank, followed by the first generation Myval with the 
incidence of moderate/severe AR was 1.7%, 2.2% and 2.8% respec-
tively. Accordingly, Myval Octacor can be considered the 2nd in rank by 
only 1.9% of moderate/severe AR. 

The recent reports demonstrated the association of mild PVL with 
mortality [12–14]. In addition to the considered extension of TAVI into 
the younger population and the increasing appetite/need for TAVI in 
bicuspid AS, the so-called “mild” PVL is becoming more relevant. After 
the noticeable reduction of significant AR with new THV generations 
(BE and SE), the TAVI ship rudder is directed toward the mild AR. 

In this analysis, mild AR was reported in 20% of patients with a 
remarkable shift toward none/trace AR at 78%; compared to the 

Fig. 5. Cumulative curve of the quantitative AR analysis results of patients with tricuspid (dotted green line) and bicuspid aortic valve (Grey line). (For interpretation 
of the references to colour in this figure legend, the reader is referred to the web version of this article.) 
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previous Myval iteration, mild was 47%, and none/trace was 50% [28]. 
This report represents the initial results (interim analysis) of Myval 

Octacor implantation in the real world, using qLVOT-AR technology to 
assess the residual AR; with such encouraging results, more reports are 
expected to be released soon using the TTE assessment and clinical 
outcomes. 

Furthermore, the Myval Octacor THV system is being used in Europe 
in the COMPARE TAVI trial cohort B (NCT04443023), in which patients 
are randomly assigned to either Myval or Sapien3 THVs; in addition, it 
will be included in the LANDMARK trial [31] (NCT04275726), in which 
patients are randomly assigned to either Myval, Sapien3, or Evolut Pro 
THV series, with the inclusion of patients with BAV. However, while the 
results of this study are reassuring, they need to be confirmed in the 
aforementioned ongoing studies. 

4.1. Limitations 

The current study has limitations, including the retrospective design 
of the study. In addition, the study comprised selected populations from 
one geographic area. We did not report clinical outcomes as our focus is 
exclusively on testing the impact of the newly designed Myval Octacor in 
mitigating residual AR, in line with the recent report of mortality 
associated with mild AR. 

Notably, the demographics and morpho-anatomic characteristics, 
based on the detailed pre-TAVI CT scan analysis of the patient popula-
tion, assure the patient selection that included more than one-third of 
bicuspid AS, younger age and significant aortic calcification. 

5. Conclusion 

The initial results and experience from real-world implantation of 
the newly designed Myval Octacor THV system in selected patients with 
severe AS favourable outcomes regarding residual AR using the vali-
dated Videodensitometric quantitative technology. The results are 
encouraging regarding the reduction of moderate or more AR, in addi-
tion to the significant shift from mild to none or trace, thanks to the 
improved skirt size, design, and radiopaque markers that allow precise 
implantation depth. These acute results need to be confirmed with other 
imaging modalities and in a prospective randomised clinical trial. 

Supplementary data to this article can be found online at https://doi. 
org/10.1016/j.ijcard.2023.04.003. 
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