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B Abstract ® The Japanese Society of Congenital Interventional Cardiology (JCIC) has conducted the annual questionnaire surveil-
lance regarding catheter-based interventional procedures and adverse events since 1993. The internet registry system named JCIC-Registry
(JCIC-R) went into operation with the initial enrollment of the actual cases since January 2013. In this report, we present a total of 4,811
catheter-based therapeutic sessions during 2023, the eighth year since complete transition to online registration. The JCIC-R has a unique
feature as a nationwide comprehensive real-world registry involving any types of interventions and ablations for congenital heart disease,
cardiovascular sequelae following Kawasaki disease, and tachyarrhythmias. In 2020, the audit started to ensure the quality and the comple-
tion of registry data, and the JCIC-R is becoming more reliable. In addition to benchmarking and multi-institutional research, the registry has

been utilized in various fields, such as new device development with post-marketing surveillance, application and approval process.
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Table 3T ¥, T FH D 9 b, Foreign Body Retrieval,
Thrombus aspiration/Thrombectomy, PCI (percutaneous coronary
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BEHL (SAE), ST FHADOIERILEZRT, FEII
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Adverse event summary from JCIC-Registry in 2023

Total 4811 168 3.5% 36 0.7% 5 0. 1%
Non-Ablation 4405 159 3.6% 34 0.8% 5 0.1%
Ablation 406 9 2.2% 2 0.5% 0 0. 0%
Adverse events are counted by the number of sessions.
The number of cases: the number of catheter interventions
The number of sessions: the number of sheath insertions to removals
Adverse events are classified into five levels
Serious Adverse Event (SAE) defined as “death,” “life-threatening,” and “Transient/life-threatening if not treated.
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Fig. 1
JCIC-R since 2016

Annual change in the number of catheter intervention and ablation sessions since 2016. All procedures have been registered in the online
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Table 2 Analysis of the devices used in 2023
Device List
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Table 3 Incidence of adverse events by major procedural categories from JCIC-Registry in 2023
Incidence of Adverse Events according to Major Procedural Categories
Session Adverse Event (%) Serious AE (%) Mortal ity (%)
Septostomy (Rashkind or blade, .
except static BAS) 161 8 5.0% 2 1.2% 0 0.0%
Balloon Valvuloplasty (BVP) 318 10 3.1% 3 0.9% 0 0.0%
Balloon Dilation (BD) (including
static BAS, except BVP, except 1551 65 4.2% 16 1.0% 4 0.3%
stent-redil)
Stent Implantation 134 15 11.29 5 3. 7% 1 0.7%
Stent Redilation 126 8 6.3% 2 1. 6% 0 0.0%
Coil Embolization 876 33 3.8% 4 0.5% 0 0.0%
Device Closure 1378 37 2. 7% 7 0.5% 0 0.0%
Ablation . "
(RF and/or CRYO) 362 7 1.9% 2 0.6% 0 0.0%
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Analysis of Adverse Events according to Major Procedural Categories (2023)

Adverse events are counted by the number of sessions.

The number of cases: the number of catheter interventions

The number of sessions: the number of sheath insertions to removals
Adverse events are classified into five levels

Severe Adverse Event (SAE) defined as “death,” “life-threatening,” and “Transient/life-threatening if not treated.

Septostomy (except static BAS
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Fig. 2 Detailed analysis of adverse events according to major procedural categories in 2023
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Fig. 2 Continued
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Fig. 3 Detailed analysis of adverse events (AEs) focusing on non-ablation catheter interventions in 2023. The events are illustrated according to se-

verity and impact and are classified as either cardiac or non-cardiac
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Table 4 Continued
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Table 4 Continued
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Table 5 Analysis of the ablation procedures
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Table 6 Summary of the mortality cases
Diagnosis ’ y’;?f) |AE Classification Procedures 1 Target Procedures 2 Target Procedure 3 Target CPR g;‘?;?:;:'r':::;:e Required Treatment
Balloon Dilation (BD) (including static . Unplanned surgical
TGA VSD-LVOTO 00 Trauma S el e Intracardiac septum No Yes e ]
Access related . RVOT / subpulmonic Unplanned surgical
DORV TOF type. 03 [rettec Stent Implantation P Yes Yes ; e
Pulmonary atresia VSD-MAPCA Balloon Dilation (BD) (including static Unplanned catheter
(pseudotruncus) e Trauma BAS, except BVP, except stent-redil) FLimonay/ertacy = S intervention (due to AE)
N Balloon Dilation (BD) Balloon Dilation (D)
Pulmonary atresia Balloon Dilation (BD) (including static Unplanned surgical
DS 76 Trauma e ] Pumonaryarery. | Gncuding siatc BAS except | Pulmonary atery | (ncluding statc 8AS except | Pumonaryartry | Yes No oA
Pulmonary atresia _— Balloon Dilation (BD) (including static ST T Yes o Unplanned surgical
(pseudotruncus) Other BAS, except BVP, except stent-redil) ) intervention (due to AE)
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