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Objective: Present Echo Corelab (Prof Topilsky) analysis short term
results of all tricuspid first-in-human study Mistral device (Mitralix)
performed up to October 2020.

Methods: Trans-thoracic echocardiography (TTE) files were sent to Echo
Corelab for analysis. Echo CoreLab was blinded to sites and results of all
exams. Measurements include tricuspid regurgitation (TR) parameters and
right ventricular function parameters at 1 month and 6 months follow-up.

Results: 17 Mistral procedures were performed in four different centres
(Germany and Israel). Results of 46 TTE exams are presented in this poster.

Conclusion: The Mistral device (single or multiple devices) was seenin TTE
and TR and right ventricular (RV) function parameters can be measured. It
was concluded that TR and RV function parameters improved at 1 month
and 6 months.

Introduction

Methods and Materials

Tricuspid regurgitation parameters are graded using a five-class grading
scheme (mild, moderate, severe, massive, and torrential) according to
the standard American Society of Echocardiography grading scheme.?
Grading of TR parameters severity (mild, moderate, severe, massive and
torrential) followed recommendations given in current guidelines with
consideration of qualitative parameters, semi-quantitative parameters,
and quantitative parameters. The expanded grading scheme is used in
order to take into account the massive and torrential grades. Cut-off
values are 21 mm, 80 mm? and 75 ml for vena contracta width, EROA and
Rvol by PISA, respectively, with values equal or higher indicating
torrential TR.

RV function was assessed using several parameters, including RV
fractional area change (RV FAC), Tricuspid Annular Pane Systolic Excursion
(TAPSE), right atrial volume, RV end diastolic dimension, annular diameter
and tenting height.*

Results
The results are summarised in Tables 1, 2 3 and 4 and Figures 3, 4 and 5
on the following pages.

Figure 1: The Mistral Device
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Figure 2: Mistral Procedure
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Discussion and Conclusion

Echo Corelab analyses include 46 exams, for 17 patients, from 4 different
sites at 3 time points (baseline, 1 month and 6 months). The Mistral device
(single/multiple) was clearly seenin TTE in all follow ups. TR results shows
improvement in 1 months follow up and durable up to 6 months follow up.
The Mistral device provided, beyond substantial TR reduction, a clinically
important improvement in RV function and significant RV reverse
remodelling. Further studies are required to show safety and efficacy with
the innovative novel Mistral device.

1. Zoghbi WA, Adams D, Bonow RO,et al. Recommendations Heart J Cardiovasc Imaging 201;14:611—44. https://doi. 4. Lang RM, Badano LP, Mor-Avi V, et al. Recommendations for
for noninvasive evaluation of native valvular regurgitation. J 0rg/10.1093/ehjci/jet105; PMID: 23733442. cardiac chamber quantification by echocardiography in
Am Soc Echocardiogr 2017;30:303-71. https://doi.org/10.1016/j. 3. Douglas PS, DeCara JM, Devereux RB, et al. adults: an update from the American Society of
echo0.2017.01.007; PMID: 28314623. Echocardiographic imaging in clinical trials: American Echocardiography and the European Association of

2. Lancellotti P, Tribouilloy C, Hagendorff A, et al. Society of Echocardiography Standards for Cardiovascular Imaging. J Am Soc Echocardiogr 2015;28:1-39.
Recommendations for the echocardiographic assessment of echocardiography core laboratories. J Am Soc Echocardiogr e14. https://doi.org/10.1016/j.ech0.2014.10.003;
native valvular regurgitation: : an executive summary from 2009;22:755-65. https://doi.org/10.1016/j. PMID: 25559473.
the European Association of Cardiovascular Imaging. Eur ech0.2009.05.020; PMID: 19560654.

© RADCLIFFE CARDIOLOGY 2021
Access at: www.ICRjournal.com


https://creativecommons.org/licenses/by-nc/4.0/legalcode

JIM 2021 Posters

Table 1: First in Human — 1 Month Follow-up Results Table 2: First in Human — 6 Months Follow-up Results
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* In 2020, 100% of patients experienced 1 grade or more TR grade reduction 1 month after Mistral. + In 2020, 100% of patients experienced 1 grade or more TR grade reduction 6 months after Mistral implantation.
+ 24 TR Cases: * Missing TR data in 6M:
# 4 compassionate cases. S - 2016-2019:3 patients did not arrive to 6M FU, TTE examination not performed.
» 20FIH cases: 17 received Mistral, 3 did not receive Mistral. J» 2020: 3 patients are still in ongoing FU, did not reach 6M yet. m
Efficacy - % of the patients received Mistral with TR reduction — UGG, Efficacy - % of the patients received Mistral with TR reduction ———————————m——sell
== 100% - 100% 100%
= =
5% 80%
= 67% e
w @
» 0
= 5% 2 aa
n n
I n
o o
20162017 2018 10 2000 (01-03) 2016207 218 219 20z0(00.03)
compstoia e S o e e Comimatonats s R = sy r’” s
i I I § P f
L0y L S LY T L7 C L
Ned s "7 @ 1 P a5 PI7g
N=B
-2 1Geade reduction - did ot recelve Mistral % ¥ 21Gradereduction . did not receive Mistral - Wot reached &t Py ®
i ) 5 — o i‘ - Patiestt vith pacermakex feads £ap - Patient with pacemabir lead
#-Moimprovement A Recotued 2 Mestral mplans R s98 lataton (3 eafets g sl dee) @ § Naimprovemsat iy AP implantation (gresping ol 3leatiets) A - Receluod 3 Mistral implants G

Table 3: EROA, Rvol and Vena Contracta Echo CoreLab Measurement Average and STD at Three Time Points

Baseline (n=17) 1 Month Follow-up (n=17) 6 Month Follow-up (n=12)
EROA [cm?] 0.54+0.27 0.33+£0.28 0.29+0.18
Rvol [ml/beat] 48.2+12.2 28.9+15.3 26.4+19.2
Vena contracta [cm] 0.91+0.3 06+03 0.68+0.3

Table 4: Right Ventricular Function Parameters Echo CorelLab
Measurement Average and STD at Three Time Points

Baseline 30 Days 6 Months

RV fractional area change (n) 17 12 12

RV fractional area change (%) 331+76 39.6+8.5 42.8+92
TAPSE (n) 17 15 1

TAPSE (cm) 1.66+0.3 1.86+0.4 192+05
Right atrial volume (n) 7 17 12

Right atrial volume (ml) 19.7 +476 109.6 £ 531 99.3+32.6
RV end diastolic dimension (n) 17 17 N

RV end diastolic dimension (cm) 4.56 4.44 4.25
Annular diameter (n) 17 17 13

Annular diameter (cm) 40.88 £4.01 3759+726 39.23+4.07
Tenting (tethering) height (n) 10 10 6

Tenting (tethering) height (mm) 8 6.80 6.0
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Figure 3: Right Ventricular Function Parameters
Echo Corelab results at 1 and 6 Months Follow-up
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Figure 4: All Tricuspid Regurgitation Cases
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Figure 5: Echo Core Lab Results
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