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B Abstract B The Japanese Society of Congenital Interventional Cardiology (JCIC) had conducted the annual questionnaire sur-
veillance 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 demonstrate
annual 4,546 catheter-based therapeutic sessions during 2021, the sixth year after complete transition to online registration. The JCIC-R
maintains specific feature of the 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 completion of registry data, and the JCIC-R is becoming more reliable. In addition to benchmarking and multi-insti-
tutional research, we effectively utilize the registry in various fields, such as new device development with post-marketing surveillance,

application and approval process.
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(OPCI (percutaneous coronary intervention)

(D Ablation (Radio-frequency ablation and/or cryoablation)
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Table 1 Adverse event summary from JCIC-Registry during 2021
: Adverse Event Severe Adverse Event R'D';:Iu‘t.%yl " Death Ratio
Procedure Session e Rated
Session % Session % Intervention %
Total 4546 160 3.5% 36 0.8% 5 0.11%
Non-Ablation 4223 153 3. 6% 35 0.8% 5 0.12%
Ablation 324 7 2.2% 1 0.3% 0 0. 00%
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,” “Iife-threatening,” and “Transient/|ife-threatening if not treated.
5000
4000
3000
2000
1000
0 2016 2017 2018 2019 2020 2021
[mablation 382 472 421 379 375 324
|mnon-ablation 3759 4016 4157 4427 4180 4223

Fig. 1

Annual change of numbers of sessions since 2016. All procedures and sessions are registered into the online JCIC-R since 2016
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Table 2 Analysis of the closure device used during 2021
Summary of the device
Number of' Successful Case Nunber of Failed Case Target
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D Aerial Patent | Ventricular =
e beicn | -2 e |2 e | s[5y i s o e {20 [t | 3y w5 e e | 20| o | ot [t |t e | e | 55| i | g | St | o
PR D) fistula) ﬂmld’
O m o o o w | o © o o o ! o o m o o o ' o o o ° o o o
ADGeribriforn " ° o o s o » o o o o ° o n 3 o o o o o o o o o o
FS0(0salutech ASD ossloder) | 374 o o 2 m | = % o o 2 " 0 ' m o | 0 0 0 o o o o o 2
@EREIEDO || o o o x . s o o o ' o ' o o o o o o o o o o o o
0 wm 0 52 w [ @ 4 2 1 2 0 0 0 0 0 1 m 1 0 1 1 0 0 0 o 0
»oo-11 o ! s ' % 2 . i o o ' o i i o s ' 3 o o o o o o o
Aeolstzer Piccolo Gecluder | 121 B = PR 2 1 3 2 o ' 0 o o o ) 0 0 o o ' o o o o
Anpstzar PFO Oceluer 1 o o o 2 o " o o o o o o o 0 ' o o o o o o o o o
P Geptatzer vascatar piup| 100 ! " » [ » . " ' o 2 ° o o o o n o 2 s n s ! ' s B
e I P P P T O P P P P P P . o . . o ) o o o o o
e oot [T T [0 [0 [ o [ [ o [ o [ o[ o] o] o . o | . o o o o o o o
Session Adverse Event (%) Severe AE(%) Death (%)
Septostomy (Rashkind or blade, .
except static BAS) 133 13 9.8 7 5.3 1 0.75%
Balloon Valvuloplasty (BVP) 368 6 1.6 0 0.0 0 0.00%
Balloon Dilation (BD) (including
static BAS, except BVP, except 1632 8 4.8% 22 1.3% 2 0.12%
stent-redil)
Stent Implantation 123 9 7.3 4 3.3 2 1.63%
Stent Redilation 132 3 2.3 1 0.8 0 0. 00%
Coi | Embolization 884 24 2.7 1 0.1 0 0.00%
Device Closure 1168 27 2.3 1 0.1 0 0.00%
RadioFrequency Catheter Ablation . -
(RFCA) 302 3 1.0 0 0.0 0 0.00%
Ratio of Adverse Event
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Fig. 2

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/|ife-threatening if not treated.

Incidence of Adverse Events according to Major Procedural Categories from JCIC-Registry during 2021
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Analysis of Adverse Events according to Major Procedural Categories (2021)

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)

Procedures Advers(;) Lt Severe AdEl;)rse Event De(;)th
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Fig. 3 Detailed analysis of adverse events according to major procedural categories during 2021
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Procedures Session Adversg Event Severe Adverse Event Death
()
) (O}
Stent Implantation 123 9 7.3% 4 3.3% 2 1. 6%
o8 . £ . E

Access related complication Arthythmia, 0%

=

A

Contrast related, 0%
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events, 0%
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Device related
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Procedures Session Advers; e Severe Adverse Event Death
(%)
Stent Redilation 132 3 2.3% 1 0. 8% 0 0. 0%
o8 . £ . E
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Resulted in subsequent death, 0%
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Fig. 3 Continued
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Device Closure

Procedures Session Advers(:) Event Severe Adverse Event Death
& ) (O}
Device Closure 1168 21 2.3% 1 0.1% 0 0. 0%
CPR Classification of Adverse Fvent Severity of Adverse Fvent
C‘:;:" Access related complication, Resulted in subsequent death, 0% Life-threatening, 0%
Jransient/lfe-threatening
~Arrhythmia, if not treated, 4%
31%
ient/not life-
Trauma, 0% None, 64% ehtening, 32%

Contrast related 3%

D

CPR(:) Infection, 3%
1008 bolismthromb Coronary ischemic
Embolism/thrombosis, -
10% Devicerelated 14% V<"t 0%
Ablation (RF and/or CRYO)
Procedures Session Advers(:) Event Severe Adverse Event Death
§ (%)
Ablation 0 o y
(RF and/or CRY0) 302 3 1.0% 0 0. 0% 0 0. 0%
CPR Classification of Adverse Event Severity of Adverse Event
Access related complication,0% Resulted in subsequent death
Contrastrelated, 0% % Transient/life-threatening
Coronary ischemic ifnot treated, 0%
° events, 0%
Life-threatening
Device related, None, 33%

Enbolism/thrombosis,

Transient/not life-threftening
67%

Trauma, 0%

Infection, 0%

Fig. 3 Continued

Non-Ablation Catheter Intervention (2021) (AE, N=153)

Severity

Cardiac AE

Other
39%

Trauma
22%

Fig. 4 Detailed analysis of adverse events (AEs) focusing on non-ablation catheter intervention in 2021. The adverse events are illustrated by their

Transient/not life-

Access related complication
6%

Resulted in o
subsequent death L'fE-'h;:temns CPR Liming
> CPR(+) Before sheath insertion During sheath
10% % insertion
\ 5%
Transient/life-threatening if After cathetérisation
not treated procedure (after sheath
12% removal)
30%
o c;g’: ) During catheterisation
Severe Adverse Event rocedure (sheath to sheath)

threatening Emergency
31% Surgery (+)
5% Non-Cardjac
Complicatioh\(+)
Emergency Surgery ()
95% Non
Non-Cardiac Comlication session 4
Coronary ischemic events
1% General (Resucitation, Shock, PH) 17 41%
Respiratory (Tracheal bleeding, Pumonary 15 37%
Congestion, Hemothorax)
Neurological (HIE, Cerebrovascular accident) 3 7%
Gastro-Intestinal 0 0%
Infection
3% Renal 1 2%

severity and impact. They are also classified into cardiac and non-cardiac ones
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Table 3 Analysis of the non-ablation (non-EP intervention) procedures
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Table 4 Analysis of the ablation procedures
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Table 5 Summary of the mortality cases
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