Transcatheter Pulmonary Valve therapy:
Techniques and outcomes.
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Valve sizes . Valve sizes . 2l
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32-20 1 CE mark trial: 68/81 (82%) >/= 30 mm T RvoTend
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Firlf;-eilno-;r\\/an Reinlzll;\tj:'sed Sapien XT Sapien 3 Venus-P Harmony

in Belgium

Eurolntervention. 2016 Aug 5;12(5):e643-51. Can J Cardiol. 2023 Jul;39(7):1007-1009.



Iy V2 % PPVI: Venus-P

LEUVEN




Iy UZ ‘ PPVI: Venus-P

LEUVEN




i fuven (0 Outcome: safety?

Post-approval MELODY Registry.

e 42 centers. B
Toronto

* 2006-2013. )./?

e N=845. =

Age 21 +11.1 jaar.
N vroegere ingrepen 2(0-6).

Mortaliteit: 0.5%.
e Coronary compression (n=3).
* Fatal bleeding (n=1).

Nordmeyer, Gewillig et al. Eur. Heart J. 2019;40(27):2255-2264
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Retrospective data: 2005-2020 Fokal m Tetralogie van Fallot

(N = 2,476)

Demographic and historical data

Age at TPVR, y [8]° 20 (14-31) 8% \~¢

Weight, kg [111]° 61 (46-78) ® Truncus

RVOT conduit/valve type arteriosus/DORV/TGA
Homograft conduit 1,104 (45)
Stented bioprosthetic valve 553 (22)

Other conduit/SPV/unknown 179 (7) ® Post-Ross
Native/augmented RVOT 397 (16)
Contegra conduit (Medtronic Inc) 215 (9)
Prior TPV 28 (1) m PV stenosis/PV atresia +
Procedural data VSD
Melody valve (Medtronic Inc) 2,038 (82)
Valve or delivery system size, mm [42]° 22 (20-22)

m other

J Am Coll Cardiol 2022;79(1):18-32
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* PPVR

* Periprocedural Mortality: 0.3%*

* Coronary artery compression: <1%?*-2
e Conduit Rupture

* Valve embolization

* SPVR

* Periprocedural Mortality: 0.5-2%3

* Peri-operative stroke

Cardio-pulmonary bypass and cardioplegia
Sternotomy

Blood transfusion.

1.J Am Coll Cardiol 2022 79(1):18-32; 2. JAHA 2017;6(8):e006432; 3. Front Surg. 2015;2(22)
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Years of follow up

NOTE: Weights and between-subgroup heterogeneity test are from random-effects model

Eurointervention. 2018;14;e988-e994. Eur. J Cardio-thoracic Surg 2005; 28(2):211-216; Circ Cardiovasc Interv. 2020;
13(7):e008963; PloS One. 2025; 20(5):e0322041

B First author (Y) OR (95% Cl) % Weight
10
* Melody (n=185)
V2 Viar bttty ' Byme (2016) —_— 6.27 (1.26,3123) 36.29
0 - | P _"T ISP R Caughron (2018) —e— ; 0.16 (0.01, 3.38) 20.69
L] 1
° 5 -ye a r . 8 9 A) . ) Durongpisitkul (2022) — 0.75(0.26,2.18) 43.01
0 O] Subgroup, DL (F = 69.3%, p = 0.038) > 117(0.19,7.22) 100.00
* 10- : 78% [
year. 0' g Follow-uj
— -up duration
>
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5 p=0.54 , .
¢ OI I |Og ra t » 067 Van Dijck (2014) 017 (0.01,291) 248
8 Li (2017) * 0.12(0.01,2.44) 221
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-5 04— Caughron (2018) -+ - 0.11(0.01,2.17) 221
[ - . - 0) 9 o - M eIOdy 87% Sharma (2018) —_——— 063 (0.17,2.42) 8.85
‘ 0. 3 Georgiev (2020) —o-:- 0.63(0.33,1.19) 21.00
m fo) eorgiev i = i L1 A
0 = S PV R 8 7 A) Vaive type Durongpisitkul (2022) ——:.—— 0.99 (0.38, 2.58) 14.05
* 12-year: 59% -
—_ 2 Hribernik (2022) — 0.82(0.45, 1.52) 21.76
- . o4 N=452 Feiody i
o SPVR Egbe (2024) 127 (0.40, 4.05) 1092
1s Subgroup, DL (I = 29.9%, p = 0.161) <> 0.86 (0.54, 1.36) 100.00
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* Risk of endocarditis:
* Overall incidence: 2.2 per 100 patient years.

* Gradient after implantation: HR 1.3 per 10
mmHg increase

* Type of Valve.

* Pooled incidence of Melody valve 8.5%.

S 00ttt
e Sapien valve 2.1% £ + Surgical PVR
* Homograft 1% g = Melody
§ - Sapien
o 50
=
o
* OQutcome: :
©
. ()
* Mortality 6.6% 2
06 ! Ll Ll é Ll L) Ll L 1'0 Ll L 18 Ll 1'5 Ll L L) L) 2'0
Time since procedure (years)
Patients at risk
Surgical PVR 357 245 150 53 12 1
Melody 59 35 14 12 1
Sapien 47 12 3

J Clin Med. 2023;12(15):4886; JACC Cardiovasc Interv. 2017;10(14):1449-1458. Heart. 2015;101(10):788-93.; JAHA;2017;6(8):e006432
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* PPVR can be used in every type of RVOT dysfunction, stenosis,
regurgitation, native valves, bioprosthesis and conduits.

* Young patients! Importance of life-time management.

 Available valves cover (nearly) the entire spectrum.

* Excellent alternative for surgical intervention.

* Major concern: Right-sided endocarditis.
* Patient education.
* Optimal implant technique.



