Fenestrated TCPC 7yo, female

f-TCPC (18mm Conduit with 4mm fenestration) SAT 85%

[...if the patient tolerates test occlusion)

Improve exercise tolerance
Reduce risks of embolic event

Approved by FDA and CE mark




Fontan fenestration closure with ASO

* Advantage
— Technically uncomplicated
— Retrieval option
[ s coils / covered stent )

— Well shown in a number of case reports  IntJ Cordiovasc Imoging. 2011
Pediatr Cardiol. 2010
Catheter Cardiovasc Intery, 2008
Catheter Cardiovas: intery. 2000

» Disadvantage

— Thrombus formation in the atrium by LA side disc
— Obstruction of conduit by RA side disc
( Not approved devices < 6mm in Japan )

Peditric Hewrt Disense & Adwit Congenital Heart Disease Center, Showa Liniversity Hospital

Fontan fenestration closure with ASO

Alternative device options

.

+  Low profile (4 or 5Fr catheter)
ADC AS0 )

+ Smaller and softer disc
«  Well conform to curved conduit shape

Arch Med Sci, 2017

AVP

+ Suitable for conduit-type fenestration

Pediotr Cardiol. 2010

Fediatrl Heart Disease & Adudt Congenital Heart Disedse Center, Show Liniversity Haspital




1) PDA closure with AVP

2) Fontan fenestration with ASO
3) VSD closure with ADO

4) CAF embolization with AVP

Faoiatric Heart Disease & Adult Congendtal Hemrt Disense Center, Showa Liniversity Hosplhal

Perimembranous VSD 13yo, male, 42.9kg

Op/Qs=1.9
LWVEDV = 174%MN
Ep = 0.8 Wood Units

Amplatzer pmV5SD occluder
- cAVEB 5.7% (2003)

AHA statement 2011
“In the absence of device availability AHA has not recommended transcatheter device

closure for pmVSD, but the utility of pmVySD occluding devices is being tested
internationally.”

Peaiofric Hearf Disease & Adult Congenital Heart vsease Center, Showa University Hospital




pmVSD closure with ADO-I

o e

LVG (LAO 30 + CRA 30)

ADO-110/8mm

Pedlitric Heart Disease & Adult Congenital Heart Disease Center, Showa Uiniversity Hospitel

pmVSD closure with ADO-I

Establish wire loop with 0.035 wire and
GooseMeck Snare 15mm

Peaiotric Hearf Disease & Adult Congenit Heart Nsease Center, Showa University Hospial




pmVSD closure with ADO-I

Cross the VSD with 7Fr TorgWue
delivery syste

Fediatric Heart Direase & Adult Congenital Henrt Disepse Center, Shaver LinfversiTy Haspita!

Transcatheter Closure

Deploy ADO-| 10/8mm

Pedisiric Heort Disense & Adult Congenite Heart Disease Center, Showe University Hospital




pmVSD closure with ADO-|

Pediatric Heort Disease & Adult Congenital Heart Disedse Canter, Showa University Hosmite!

pmVSD closure with ADO-I

+ Theoretically lower incidence of CAVB due to the lack of right
ventricular disc

— No gripping the conduction bundle {5y He. Jinterven Cardial. 2004 )

- N0 SC] Ll eezing effec‘t { Lewe 5. Cotheter Cardiovasc interv. 2012 )

' Amplatzer pmVSD occluder
AhT

“Low radial force”

Prdimtnic Heont ésease & Adult Congenital Heart Disease Center, Showa Wniversity Hospatal |




pmVSD closure with ADO-I

Alternative device options

pmVSD closure with ADO-I

Alternative device options
ADO
* Low profile {4 or 5Fr catheter) Courtesy of O, Do Nauyen Tin
= Smaller and softer disc
+ Well conform to VSD shape




1) PDA closure with AVP

2) Fontan fenestration with ASO
3) VSD closure with ADO

4) CAF embolization with AVP

Peclimiric Heorl Disense & Aol Congeniim Heart Dvseare Cenler, Showa University Hospilal

CAF 5Y, 18kg

LCX-RV (proximal type)
Large size
Single exit
Test occlusion at the distal end of

CAF did not cause ischemic change
an ECG

.

Class | (AHA statement 2011)

..for patients with symptomatic CAF)

Approved except for heart and
intracranial vessels

Paglictric Heart Disease & Adwt Congenitol Heart Disease Center, Showa Linfversity Haspital




CAF embolization with AVP

FPediatric Heat Disease & Adult Congenittal Heart Disease Canter, Showa Univirsity Hospital

CAF embolization with AVP

+ Advantage

— Technically uncomplicated
— Retrieval option

— Useful in larger fistulae, which have straight access from
the right heart

— Commonly used to close fistulae JACC Cardiovasc intey. 2017
don I Rogiad, 2014

Jimvasive cardial, 2013

* Disadvantage

— Coil occlusion may be superior in fistulae which has
multiple exit or tortuous access

Prdiminc Heort ivseose & Adult Congenitnl Heart Dvsease Center, Showa Unisersity Hospatal




Conclusion

* There is no doubt that off-label use in some
situations is safe and effective.

* The technical features of devices should be evaluated
well to provide maximum patient safety, because the
major problem in off-label use is the possibility of

inapplicable insurance system in the case of a
complication.

Pediatric Heart Disease & Adult Congenital Heart Disease Center, Showa University Hospital
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ARFEFEIZ T MO 7= IEFERFHIC B T 2 E R 2 F 2. FERRRHEIC I 1) 2 EBoR
BEEOFEF L UTNEADMEERY I 2 L—2ORRBIZE T L. £ OB O E S D
M A21T o7,

2. Hik
2.1 ¥IalL—HFEK
HE AR E (IMIX-690296, MEADthA UF) 2LEET VL LT, WA, a7
TAT ARG V== IR SN D —KEEOREIEERS I 2 L —F &
ML (K1), FHEICITEE MG~ 72—~ (ME 16PXL, Transonic Systems) X
OEHAIH = Y —)L (TS410. Transonic Systems). JEHFHIHRICIZEST T v AF 2 —H
(TruWave, Edwards Lifesciences). ARAYIMAE TBICIZ Al 2% BRI 2 B L, O HHE, O
& - BIREFHAMT 2D £ 912 Uiz, MFEAIIZAEBA R A Lz, £/, A X
B'— K47 A7 (Phantom v1212, Vision Research), A—XA L X (Al AF Zoom-Nikkor 24—
86mm £/2.8-4D IF, Nikon), 7L 2 /X"— 3 2 L X (K2. 0PRO300DG-N, Kenko) (=X -
T, WMAHIF OB Z 1000 fps (2 THELE - TS H L oI L, ME - MiiFRITT —
4 1 #— (PowerLab 16/35, AD Instruments) (2T 1 kHz TiiékL 7=,

1 HEEER Y X 2 L— 2 M



2.2 BRENGAL:

AL ANEOLDHEERSET S Z L L LRy THEEIIE N E N 70, 140 bpm EFRE L
7o BELT-HEEKICB VT, YU XA OR ha—r &, KL, 81 Ao 7T
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