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Nationwide registry data of catheter interventions and ablations for
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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 4,805 catheter-based therapeutic sessions during 2019, the fourth 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 addition to benchmarking and
multi-institutional research, we effectively utilize the registry in various fields, such as new device development with post-marketing

surveillance, application and approval process.

B Key words B catheter intervention, catheter ablation, database, registry, the Japanese Society of Congenital Interventional

Cardiology (JCIC)
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Table 1 Adverse event summary from JCIC-Registry during 2019
JCIC Registry Adverse Event Summary (2019)

Vol. 6, No. 2 (2022)

. Adverse Event Severe Adverse Event  [ResultedinDeathby| Death Ratio
Procedure Session Catheter
| ;
Session % Session % erventen %
Total 4805 207 4.3% 51 1.1% 6 0.12%
Non-Ablation 4427 195 4.4% 47 1.1% 4 0.09%
Ablation 379 12 3.2% 4 1.1% 2 0.53%

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.

Table 2 Incidence of Adverse Events according to Major Procedural Categories from JCIC-Registry during 2019
Incidence of Adverse Events according to Major Procedural Categories

Session Adverse Event (%) Severe AE(%) Death (%)
Septostomy (Rash.kind method, except 198 11 5.6% 2 2.0% 0 0.00%
static BAS)

Balloon Valvuloplasty (BVP) 351 21 6.0% 6 1.7% 1 0.28%

iﬂ's‘"’e"x?e':t“é’c;a:x)ct';]‘s‘i':f::;[:; 1628 86 53% | 25 | 15% | 2 | 012%

Stent Implantation 157 17 10.8% 3 1.9% 1 0.64%

Stent Redilation 98 4 4.1% 0 0.0% 0 0.00%

Coil Embolization 1015 33 3.3% 4 0.4% 0 0.00%

Device Closure 1166 35 3.0% 7 0.6% 0 0.00%

Ablation (RF and/or CRYO) 379 12 3.2% 4 1.1% 2 0.53%

¢
Ratio of Adverse Event
100% — — p— — — — — —
90% L ] ] —
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Septostomy BVP Balloon Dilation Stent Implantation Stent Redilation Coil Embolization  Device Closure Ablation

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,” "lift " and "

if not treated.
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Table 3 Detailed analysis of adverse events according to major procedural categories during 2019

Analysis of Adverse Events according to Major Procedural Categories (2019)

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),’

e-threatening," and "Transient/life-threatening if not treated.

Septostomy (except static BAS)

. Adverse Event
Procedures Session Severe Adverse Event Death
(%)
(%) (%)
Septostomy (except
; 198 11 5.6% 4 2.0% 0 0.0%
static BAS)
CPR Classification of Adverse Event Severity of Adverse Event
CPR (+) Arrhythmia  Contrast Coronary
9% 7% elated ischemic Resulted in subsequent death
/ eventsDevice
Access related 0% related Life-
complication 8% threatening
0% Infection 18%
0%

Embolism/thr
ombosis
0%

Transient/not
life-threatening
37%

Transient/life-
threatening if
not treated
18%

Balloon Valvuloplasty

Procedures Session Advers‘; B Severe Adverse Event Death
S %) %)
Balloon Valvuloplasty 351 21 6.0% 6 1.7% 1 0.3%
CPR Classification of Adverse Event Severity of Adverse Event
CPR (+) Resulted in subsequent

Access related

14%

Trauma, 29%

Infection, 5%

Jication, 10%

Other, 33% ‘

Arrhythmia, 19%

Contrast
related, 0%
Device
related, 0%
Coronary
ischemic
events, 0%

None, 52%

Embolism/thr
ombosis, 5%

Life-
threatening,
19%

death, 5%

Transient/life-
threateningif
not treated,
5%

‘

Transient/not
fife-threatening,
19%

Balloon Dilation

. Adverse Event
Procedures Session - Severe Adverse Event Death
) (%) (%)
Balloon Dilation 1628 86 5.3% 25 1.5% 2 0.1%
CPR Classification of Adverse Event Severity of Adverse Event
CPR (+) Accessrelated prhythmia Resulted in subsequent Life-
9% R 12% Contrast doer threatening,
5 related 6%
1%
Coronary
ischemic events Trans]em/llfe-
Devicerelated | None, 42% ‘:(’ii‘;"a‘t’i"

Trauma
33%

5%
Embolism/thr
ombosis
3%
Infection
4%

21%

Transient/not life-
threatening, 29%

6, No

.2(2022)
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Stent Implantation

Table 3 Continued

Procedures

Session

Adverse Event

(%) %)

Severe Adverse Event

Death
(%)

Stent Implantation

157

17 10.8% 3

1.9% 1 0.6%

CPR Classification of Adverse Event Severity of Adverse Event
et heess Arthythmia, 6% Resulted in subsequent
- complicatigy Contrast related, death, 6% | ife-threatening,
0% 0%
Coronary Transient/life-
ischemic events, threatening if
0% not treated, 12%
Other, 41% None, 41%
Device related,
Transient/not
life-threatening,
CPR(-) a1%
n Embolism/thro
EEd mbosis, 6%
Infection, 0%
Stent Redilation
. Adverse Event
Procedures Session o Severe Adverse Event Death
0
A (%) %)
Stent Redilation 98

4 4.1% 0

0.0% 0 0.0%

CPR

CPR (+)
0%

Classification of Adverse Event

Contrast
related, 0%
Accessrelated

Arrhythmia, 0%
Infection, 0%

complication, Coronary
0% ischemic
R 5%

Devicerelated, 0%

Embolism/thr

ombosis, 0%
Other, 100%

Severity of Adverse Event

Resulted in subsequent
death, 0%

Life-threatening,
0%

Transient/life-
threateningif not

Transient/not |  freated 0%

life-
threatening,
75%

Coil Embolization

Procedures

Session

Adverse Event

b %)

Severe Adverse Event

Death
(%)

Coil Embolization

1015

33 3.3% 4

0.4% 0

0.0%

CPR

CPR (+)
9%

Classification of Adverse Event

Access related

Coronary , . thmia, 12%
hemic
complication, 3% S

Contrast
related, 0%

Other, 30%

Device
related, 9%

Embolism/thr

Trauma, 39% ombosis, 3%

Infection, 3%

Resultedin
subsequent dga

Severity of Adverse Event

Life-
Eateqing, 0% Transient/life
-threatening

if not

treated, 12%

Transient/not
life-threatening,
18%

None, 70%

Vol. 6, No. 2 (2022)
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Table 3 Continued
Device Closure
Procedures Session Adver(S;)Event Severe Adverse Event Death
5 (%) (%)
Device Closure 1166 35 3.0% 7 0.6% 0 0.0%

o
o
=

Access related
complication,
6%,

CPR (+)
3%

PR () Trauma, 0%.
7% Infection, 0%
Embolism/thr.
ombosis, 6%

Classification of Adverse Event

Severity of Adverse Event

Resulted in subsequent

Life-threatening, 11%
death, 0%

Transient/life-
threatening if
not treated,
9%

Arrhythmia,
26%

Contrast
related, 0%
Coronary
ischemic
events, 0%

Transient/not
life-threatening,
26%

related, 26%

Ablation (RF and/or CRYO)

Procedures Session Adversoe vt Severe Adverse Event Death
v %) %)
Ablation (RF o o o
and/orCRYO) 379 12 3.2% 4 1.1% 2 0.5%
CPR Classification of Adverse Event Severity of Adverse Event

Access related
complication,
0%

CPR (+)
20%
Other, 40%

/
Trauma, 30%

Life-
threatening,
0%

Contrast
related, 0%

Arrhythmia, death, 20%

20% Coronary
ischemic
events, 0%
Device

related, 0%

Transient/life-
threatening if
not treated,
10%

None, 40%

Transient/not life
threatening, 30%,

Embolism/thr
ombosis, 0%
Infection, 0%
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(D Septostomy (Rashkind or blade, except static BAS)

(@ Balloon Valvuloplasty (BVP)

(® Balloon Dilation (BD) (including static BAS, except

BVP, except stent-redil)

@ Stent Implantation

(® Stent Redilation

(® Coil Embolization

(D Device Closure

Foreign Body Retrieval

(© Thrombus aspiration/Thrombectomy

PCI (percutaneous coronary intervention)

(@ Ablation (Radio-frequency ablation and/or cryoablation)
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Non-Ablation Cathter Intervention (2019)

Resulted in

ety Life-threatening
2%

8%

Transient/life-threatening if
not treated
14%

Vol. 6, No. 2 (2022)

Severe Adverse Event

CPR Timing
CPR (+) Before sheath During sheatt
8% insertion.,, insertion
8%
After fatheterisation
procedure (after sheath
CPR (-)

During catheterisation

92% procedure (sheath to...

Transient/not life-
threatening
28%

Cardiac AEs

Access related complication
5%

Arrhythmia
14%
Contrast related
1%
Coronary ischemic events
0%
Device related
10%
Embolism/thrombosis
3%
Infection
3%

Trauma
27%

Non-Cardiac Complication

Emergency Surgery

Emergency

Non-Cardiac
Complication {+)

Emergency
Surgery (-)
93%

Non-Cardiac
Complication (-)
70%

I Non-Cardiac AEs | session 59
General (Resucitation, Shock, PH) 21 36%
Respiratory (Tracheal bleeding, Pumonary Congestion, Hemothorax) 23 39%
Neurological (HIE, Cerebrovascular accident) 5 8%
Gastrointestinal 2 3%
Renal 8 5%

PH: pulmonary hypertention
HIE: hypoxic ischemic encephalopathy

Fig. 2 Detailed analysis of adverse events (AEs) focusing on non-ablation catheter intervention in 2019. The adverse events are illustrated by their

severity and impact. They are also classified into cardiac and non-cardiac ones

HEFR (Adverse event; AE) 12D\ CIXIEERENFEDS 4
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pian

m R
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Table 6 Summary of the mortality cases

. . Age AE . Cardiac Tamponade| Unplanned Surgical .
Diagnosis g e L Procedure Target Lesion CPR o p. i . g Required Treatment
(year) |Classification requiring drainage Intervention
Balloon Dilation (BD)
Single ventricle (including static BAS, . .
Pul D
Heterotaxia syndrome Be U except BVP, except stent- uimenary vein Yes No No rainage
redil)
Single Ventricle + Total Balloon Dilation (BD)
I I including static BA!
anomalous pul mgnary 4.2 Other (including static BAS, Pulmonary vein Yes No No Non-invasive treatment
venous connection except BVP, except stent-
(TAPVC) redil)
Balloon Valvuloplast: CEREUEle (s
Aortic stenosis Valvar 0.0 Other (BVP) [P position, including Yes No No None
truncal valve)
Hypoplastic LV 0.3 Trauma Stent Implantation Intracardiac/septum Yes No No Non-invasive treatment
) . Accessory Pathway, .
Congenitally corrected RadioFrequency Catheter N Unplanned surgical
X N manifest WPW . .
TGAIVS 0.3 T Ablation (RFCA) ' es e Yes intervention (due to AE)
syndrome
Single ventricle RadioFrequency Catheter T Unplanned surgical
Atrial Fibrilirat
Heterotaxia syndrome 223 U Ablation (RFCA) aeliiiatics e e s intervention (due to AE)
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