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F*—"7—F ! nationwide registry. balloon dilation. device lag

Background: Balloon angioplasty plays a vital role in managing congenital heart disease.
However, in Japan, the unavailability of large high-pressure balloons and vascular stents
limits treatment options. This study leverages data from the Japanese Society of
Congenital Interventional Cardiology registry (JCIC-R) to evaluate outcomes of balloon
dilation under these constraints and assess the clinical need of device
development.Methods and Results: A total of 4,902 procedures in 2766 patients who
underwent balloon angioplasty from 2016 to 2018 in JCIC-R were analyzed between those
who had single-balloon dilation (SB, 94.0%) and the others who had double-balloon
dilation (DB, 6.4%). DB was utilized in larger patients (9.0 kg vs 22.4 kg, p<0.001) in
larger lesions (6.4% vs 39.4%, p<0.001) with pulmonary arteries (PA) being the main
target in both groups (66.2%). Serious adverse events were 1.3% without significant
difference between groups. Subgroup analysis of PA with pre-procedural minimal lumen
diameter (MLD)>6 mm showed larger MLD (8.2 mm vs 7.3 mm, p=0.003) and higher
stenosis (30 mmHg vs 17 mmHg, p=0.011) in DB, requiring longer procedure time (132 vs
108 minutes, p=0.002). Despite these differences, procedural effectiveness was similar
and unsatisfactory (23% vs 29%, p=0.5). Conclusion: Balloon angioplasty is a commonly
performed but somewhat limited in efficacy, highlighting the urgent need for advanced
approved devices like large high-pressure balloons and vascular stents to improve
outcomes for patients with congenital heart disease in Japan.
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[111-PO1-1-09] Amplatzer Vascular PlugZ 1 LOHBIZ &K 2 ERTTOZR LM
Bk

Olg ERF, KB @, N 1, )W [E, 5 £5, 5% &XF, LH F%, 58 B, &)1l B
REE R NREREER)
F—T—FR I AT—TILERM. Amplatzer Vascular Plug. J-JL

(B8] AFBIZHFBAmplatzer Vascular Plug (AT, AVP) ZRW/NBIBIREREIFICH
ITRERMOBEIFZ < IFHRV. AVPOBBIILLEHNEORT VWEEMEDERMZAIEEIC
LLZeMzadlchEFREEZzECBENZEERT 5, SEAVP2/AVPAL D1 IILDOHADLE
BATH>1-5MERZ#25%, [FER] Ef1.6RER. ER2EEERRKIIE - BohsERE
BIAEICK LTCPCHTiR4F ., ENADE LEDMFIEREEN TS v > b A D EEERIE
R LERMOAIC, 7mmOIMERICAVP2 12mmE B E L - REFRIENZ < Target
XXL 14mm*50cmZ 80, fEFI2:3REIR. 7 7 O—DEICXT LY L iik2E., BEEBER
MEHET. EEERD SR T Z3mmBDOVWERERME (AT, WS) 2&ICx L—AlE
AVP4 8mmZ%EEiEH. AZURCX18 6mm*20cm%x B, —AIFAVP4 7TmmE BEAZURCX18
S5mm*16cm2f@. 7mm>*24cm 2{E%ZEM. EF3 2L B. AEBELOEICHN LTCPCHlE
64 Ho. LARFK - BFERiRD 5 & LA LAERIRICRA T 24.5mmBOVVSICX L AFE#AR 7
Z7O—F TERUBH STargetXL 6mm*20cm 2{EZ B, AVP4 5mm. AVP4 8mmBER
TargetXL 8mm#*30cm. 6mm>*20cm7iENl. fEF4:1RBIR. FMEIAREAH - TEAFHEIE
mi7E& (LT, MAPCA) ICxt LATIEREME2F. dual-supply®4mmZEDMAPCAIZXS L
AVP4 5mmiZTargetXL 6mm*20cm 2@z &M, FERFIS: 1B R OEFRIIEZ O 4R Vb
BIAREASH (C X L BTAZA& T (A TF. BTS) #&1%F. ZOEMBIRNMILLIMmBTEIZS 57 Ml
xf LAVP4 6mmiCTarget360 4mm*80mm1EZiEM, AVPE J1ILDHBICK D 2T
BHERCEEER LS, [ER] AVPICL 3 ERMTIIERZNZET 2BEH VAR
WO TBRERRD M IILDEMERELES > T0 VIV —VOREHDNBEYIEE X 5N,

[#&58] AVPL O IILOHBIC L 2ERMIIREN DOEALFR TH D ZHRLMEFEAD
XIEHAEEE BB e EX BbNDo

© 2025 Japanese Society of Pediatric Cardiology and Cardiac Surgery
- 111-P01-1-09 -



BIMEANERRERFIRS - ZhER

| R2e—RE | h7—TILAE (EE) |

8 2025478128(1) 930~ 1030 MK X 2 —218 (XILAEWE 2FET - 28 v S5 —) 1

RZXE—F%& (111-P01-1)
HhTF—TIAER GERE)

BER A8 D8 GBAZEZHNERFHE)
ER:NEARK (KRBFERE > X — BREBAR)

[111-PO1-1-10] PFOT /N1 R DEWLVTHAHER Dbubble testiCZEIFH 5D ?

ORIg B8, I E8E, K7 BX, BE BN, B 5, BF BA (RS EFH NEHEEE)
*—7—F I PFO. APO. GSO

[B=] 2019FE58ICEN TAMPLATZER PFO Occluder (APO)IC & B BRI IEREICK T3
R AINMFLRAERAEM (TPFOOA EEE ST . 2022458 H' 5 GORE Cardioform Septal
Occluder (GSO)HERARIREE B o T WMT /N1 ADFEVDIF. BE. SHEREKRIEES
MR ->TWARL, [BB] PFOR#EFIE TIT S bubble testiCi 7 /N1 X TE VLA R LVHIR
HTBIr, [HREAE] WRIF2023F58H 5108 IERMEDH 3 WIITEMEMEEX 2
Wr I NTPFOCE 1T o 721261 (Zk6fl. FRERL7HR 28—65/K). £H). =5 FMEFT TPEEP
20cmH,0 & HMF. T/8 ZEIEEETE Thubble testz 170\ EEEOT O— (TEE)TERICH
AT Bgrade (Q)FFHliZIT o720 GIFZULBHFMT 2 B TREBEE DT OA—ICHIT BG4 (ODE
EE%Zbubble BN SO ERAT /N XIXAPO 74, GSO 56T, GSOEARMIAEIX
PFOFLEEICK S THT/NA REZRBIERA LTz HETPFOFRE. NIL—2HAPVTEF
(BSD)X DEEEDL AN, [FER] BAfEAIIX116IG4. 15IG3T. BAEEIFHRG2.5 (GO—3)
T. TDEIFHRGT.5(G1—3)TH>7-o APOXGSODHHAEDEIFENENGT (G1—3)
G2 (G1—3)THEEEIER D 7. PFOFREE hR(E EEFE)E L T. PFOE2.2mm (1.3—
3.3)h F2=JILE6.0mm (3.5—12.0). FEIRMEIE7.6mm (5.3—13.5). 22XFFREE4L.8mm
(3.1—8.0). BEFREE25.4mm (19.1—33.0). BSD9.4mm (8.1—12.6)TdH H. PFOEDH
FAEEHFIRDGE L BEN D o 7= (p=0.006), [#E:E] M7 /N1 X TEAHAIHR Dbubble testic
ZIEZR <. PFOEHEEL TWARIEEMDH B, EFEH DR CEBFMEEFTHHRE,

© 2025 Japanese Society of Pediatric Cardiology and Cardiac Surgery
- 111-P01-1-10 -



