Journal of JPIC

m
|

Device lag ; EHOEIDIRIK & FRRE

Il ESE, PR B, Ao AT, ARt WE REE, B BT

Device Lag: The Status Quo and Problems in Japan

Naomi Nakagawa, Masahiro Kamada, Yukiko Ishiguchi, Yuji Moritoh, Seigo Okada, and Mayuko Shohi

doi:

10.20599%jipic.1.2

B E e ERMEMERICNT 28T — T VB IZSPIEEINIAR & & o Tw 528, flik D device THEINEAANEN
T, HAEGHENACH 7D T 2% EORBEIEET 5. 22T EINTIRIGEEHEIREOHIR S, off-label use
WGHSNBBRICHE LATE D, HE27RIPICHAMIEERICEB T 27 7 — FAETO ZOEEMZEERD o7, fho
R & D0 2 RGO b L 12 off-label use DRI T I N TR EDEF I F TR, L2 LEHFFRORK L%
BT OENRWHIZELTED, DEROIHAET S LMD ST AT AR WATHUE 4 DERi D ZH B IC
oo, RAIEKDE SICHEIC R >72 ) T2 EMIEZEIE S A TS, BUIRFTBIICIE, off-label use RN AT, fit
SEATHOE N R R AR AN, R R BUSR R E R ECR 2 E O E 0 I LT H 5,

B Abstract ® Cardiac catheterization is a ubiquitous treatment of congenital heart diseases. However, issues such as delayed in-
troduction of various devices and the use of these approved devices off-label, in ways unrelated to their intended applications have been
seen in Japan. And there is the scarcity of treatment options, and the numerous cases of off-label use are seen in Japan. Although the
decisions to select off-label use are based on sufficient comparison studies on alternative therapies of course, adverse events might hap-
pen and this is unavoidable problem. The full burden of responsibility would lie on the physician if the off-label use of the devices would
inevitably result in adverse events, because off-label use of devices is not officially sanctioned. Thus the expansion of the application of
off-label devices would be even more difficult. Breaking the present deadlock requires the sharing of experiences in off-label device use

and proactive lobbying of nationally authorized institutions.
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SERVELPERRITN T 2 7 — 7 )VIERIE BT & K N de-
vice DIEAIT X D WEDSIEAYY, BUETIZIAFRGER T DO —>
ELTAAIRTH S, Lo Liads, HHEINICA S HH
SNTOHRDE ODETIFAREAD device 3%\ E V9 D
DEBETHY, FREBAINTVEHDTYH, CE (Confor-
mité Européene: EU) $°FDA (Food and Drug Administration:
USA) CTRAIINTHSENICEAINS £ TIZIEHIC
R\ Time lag23d > 72 D, HHBEICHIFHDSR S i CTw7z b
T2k L, AT — 7 VIREOEISUIEGESENC R L T
LPICENEZM-> TR EEDLI 2 2/RG. WbW?
“Device lag” T®H 5.

AFETEA T =T VIEREOPFTHRICAENICHIET 2
device Z H1.0M T, Device lag DBLR & S DFHEIC D W T
E2 5.

EDOEICE T B device BIRFRDIRIK

FTEDNENCARE A D device IZB LTl (Table 1 - fgH
FEBSY), 20124F1C TAERMELBICH S % 4 7 — 7 ViR
~ARHANDEADRF S S device~, &L 7z Review 23
HA/NES S F M IcBRs e, $TI4E b0
A DRGE L 73, WD BiF 54172 10 D devices D 9 & FHFE
ICEA X172 B D13 Nykanen RF Puncture Wire (Baylis Medi-
cal, Canada) (20144E), B kX U“Figulla® Flex II ASD devices
(Occlutech GmbH, Jena, Germany) (20164FE) D222 &
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0, B 28D d devices: GORE® HELEX® Septal Occluder Associates, Inc. USA), Amplatzer® Duct Occluder (ADO) 11

L O AS (Additional Sizes) (St. Jude Medical Co. USA),

(3% : GORE® CARDIOFORM Septal Occluder) (W.L. Gore &

Table 1 Devices used for catheter intervention in congenital heart diseases.
Device CE (EU) FDA (USA) Japan
Occluder | ASD | Amplatzer® Septal Occluder 1998 2001 2005
Occlutech® Figulla® Flex IT ASD device 2012 Unapproved 2016
GORE® CARDIOFORM Septal Occluder 2011 2006 Unapproved
PFO | Amplatzer® PFO Occluder 1998-2007 Unapproved Unapproved
Occluthch® Figulla® Flex IT PFO device 2012 Unapproved Unapproved
PDA | Amplatzer® Duct Occluder 1998 2003 2008
Amplatzer® Duct Occluder II/IT AS 2008 2014 (AS: Unapproved) | Unapproved
Occluthch® PDA Occluder 2012 Unapproved Unapproved
vessel | Amplatzer® Vascular Plug 2004 2003 2012 (except for heart and
intracranial vessels)
Amplatzer® Vascular Plug II 2007 2007 2013 (except for heart and
intracranial vessels)
Amplatzer® Vascular Plug III 2008 Unapproved Unapproved
Amplatzer® Vascular Plug 4 2009 2012 2014 (except for heart and
intracranial vessels)
VSD | Amplatzer® Muscular VSD Occluder 1998 2007 Unapproved
Amplatzer® Membranous VSD Occluder 2006 Unapproved Unapproved
Stent PALMAZ® Medium stent 1998 (peripheral vessel, 1991 (iliac artery)* 1996 (peripheral vessel)
biliary duct)* 2002 (renal artery)™
PALMAZ" Large stent 1998 (iliac artery)™* 1991 (iliac artery)* 1996 (peripheral vessel)
PALMAZ" EX Large stent 1998 (peripheral/great 1999 (biliary duct) 2004 (biliary duct)
vessel, biliary duct)
PALMAZ® GENESIS® Medium stent 2001 (peripheral vessel/ 2001 (biliary duct) 2004 (renal artery)
biliary duct)
PALMAZ® GENESIS® Large/EX Large stent | 2001 (peripheral vessel, 2001 (biliary duct) Unapproved
biliary duct)
Express ™ Vascular SD stent 2003 (peripheral vessel) 2008 (renal artery) 2010 (renal artery)
Express™ Vascular LD stent 2002 (peripheral vessel) 2010 (iliac artery) 2007 (iliac artery)
Omunilink Elite® Peripheral stent system 2009 (biliary tree, 2012 (iliac artery) 2014 (iliac artery)
atherosclerotic lesions)
Cheatham-Platinum Stent™ 2004 2016 Unapproved
(under clinical trial)
Covered Cheatham-Platinum Stent ™ 2004 2016 Unapproved
Valve Melody® Transcatheter Pulmonary Valve 2006 2010 Unapproved
Edwards SAPIEN XT® Transcatheter Heart {2007 2016 Unapproved
Valve

* PALMAZ® Medium/Large stent: handling end in EU and USA, Hatching: Unapproved in Japan
AS: additional size, ASD: atrial septal defect. PDA: patent ductus arteriosus, PFO: patent foramen ovale, VSD: ventricular septal defect
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Fig. 1

The occluders that are mainly used for the closure of the intra-atrial communication

A: Amplatzer™ Septal Occluder, B: Occlutech® Figulla® Flex II ASD device, C: GORE®™ CARDIOFORM Septal Occluder, D: Amplatzer®
Cribriform Septal Occluder, E: Amplatzer® PFO Occluder, F: Occlutech® Figulla® Flex II PFO device, PFO: patent foramen ovale.

AD,E: &Yk - Pa—F -« X574 20 (k) Feft

Amplatzer® Muscular VSD Occluder (St. Jude Medical Co.
USA), Covered Cheatham-Platinum (CP) Stent™ (NuMED
Inc. USA), Advanta® V12 Covered Stent (Atrium Medical Inc.
USA), Melody® Transcatheter Pulmonary Valve (Medtronic
Heart Valve Inc. USA), Edwards SAPIEN XT® Transcatheter
Heart Valve (Edwards Lifesciences Co. USA) 23\ ¥ i A X
Tz (7272 L CP Stent™ZBY U CIXBERf 38R 5 A
HEATH).,

X510, BAI N/ -deviceDARBEE R H %5 &, CE,
FDA DK & HATOKGEITIE V341D 5~104F D time
lag73® % (Table 1). WU AIADOE A ZET 2
PHE L TH 5.

fewCEEREBICE T 50 7 — T VIRHROBER L, 2
U L 7z device W HAR T AFARED, )2 TS L T
BTN T %,

90 b X AL R AH O BB TR, 20054 12 Am-
platzer® Septal Occluder (ASO) (St. Jude Medical Co. USA)
(Fig. 1-A) %%, 20164F 12 Occlutech® Figulla® Flex II ASD
device (Fig. 1-B) 2%E A X4, S IRIGHIEDO ML %
L TWw3, EHNAEADGOREY CARDIOFORM Septal
Occluder (Fig. 1-C) X275 & ¥ 72 D self-centering T 1% 72
<, device FRIFRBALD 25 LSRRI N T2 T L
25, BHTE 2 KELOARE SIFEH 17Tmm BT &)
RADH 2., L L ZOBEL XOLZMEMED D0
BEOVZ7DMELCY, 2o MICE W TEAK —~Z Ol
135 %, ZAMERIBITH LTl Amplatzer® cribriform septal

occluder (St. Jude Medical Co. USA) (Fig. 1-D) 23H 5 11,
ENTHRAISN T3,

SNF FLIZBY L TiX, Amplatzer® PFO Occluder (St. Jude
Medical Co. USA) (Fig. 1-E), Occlutech® Figulla® Flex II
PFO device (Occlutech GmbH, Jena, Germany) (Fig. 1-F) 7%
HH D device TH 5. INFIFLEASH D I HIVIZMBEZE D
I & X MREE QM TH %23, device I & 2 PHEH
LNERDIEYFEED CTNDENT S0, WELED
RRISEL TuaL I 206 >Y FDATRBETINTES
T, ENIZHEAZIN TR,

FIRE 1B L Tld Amplatzer® Duct Occluder (ADO) (St.
Jude Medical Co. USA) (Fig. 2-A) DEHHZ LD, coil Tk
PHBADS R B 2 IS & A 7 — T IVIBIR O ATRRYE DS A DY D,
PO TEEICHHTE 2 k) Itk o7z, bYET
b 2008 FEDARGRLLE, HLIERIEIC R >Twa,
L ADO Di#)E X, AOHED D & R H 6kg A L DIER] &
ENTWw5, ADOIB X UIAS (Fig.2-B,C) 1, X bl
WA Y=, »ORYZATUEEZRSZETED
Ml 7Y N = —20EA L, & S ICHREIIRE, KB
A > B 1Z retention disc &2 245 L 72 2 & ¢, Hilidh kA,
RKERMO VTN bHETEL L) ICKRINTE
D, REE DN S IEFI BRI L 7220, ki
DN S OEEF LR 72 T RE O B IRE 1<% L TiZ Amplatzer®
Vascular Plug (AVP), AVPII, AVP4 (St. Jude Medical Co.
USA) (Fig. 2-D, E, G) % ASO, Amplatzer® Muscular VSD
occluder (Fig. 3-B) ZH\w2 Z Lt oHHEbHESIN TV
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Fig. 2 The occluders that are mainly used for the closure of patent ductus arteriosus and vessels
A: Amplatzer® Duct Occluder, B: Amplatzer® Duct Occluder II, C: Amplatzer® Duct Occluder IIAS (additional sizes), D: Amplatzer® Vascu-
lar Plug, E: Amplatzer® Vascular Plug 11, F: Amplatzer® Vascular Plug I1I, G: Amplatzer® Vascular Plug 4.

U h P a—F - X0 AL (BR) FRE

Fig. 3 The occluders that are mainly used for the closure of the ven-
tricular septal defect
A: Amplatzer® Membranous VSD Occluder, B: Amplatzer®
Muscular VSD Occluder, VSD: ventricular septal defect.
U Ya—F - X7 AL (RR) FRE

% 23719 ADO IV AS, Amplatzer® Muscular VSD occluder
13 AR, AVP family, ASO I3 off-label use TH %,

M D PAZEICBY U TR XK V> TAVP family (Fig.
2-D-G) DEWNICEAS N EICED) (NEERL) B
DIEDNADI D 72, DD micro coil DB EE TH D, Hl
RlmAT % DPHZEIC B L TR IR DIEDNA ., B IRE X
coil TOPHZENHEE 1, AVP S ADO TORHSHDHE X
1z, BRI B 3 I & o WL #D>
5 AVP family DI & A 72 T 41, AVP, ADO & b off-label
use &7 5,

DEPERETIE, HHEET RN LT Amplatzer®
Membranous VSD Occluder (St. Jude Medical Co. USA) (Fig.
3-A) DRFEI NI, BETUy 7, BREEREOA
BEAEA38.6% 12l 5 ™Y FDA S L OEN T AT S 1T

Wip\, BIfE, RO Amplatzer® Membranous VSD Oc-
cluder 2 (St. Jude Medical Co. USA) TOMHM{THIL T
B2 TR RHIT UL, SR BH B S 8 2 5 00 B B
IZ Amplatzer® Muscular VSD Occluder (Fig. 3-B) 23H\» &
n3s 14), AHA IZ X % Scientific Statement C (%, ARHSkgbL
LEoBITcDH T — T VEHRORESEL R)LIE T F Alla, &
H Skg A DB T D hybrid i1 7 7 Alla &t B> T %
231 EAICIEEA S T L R,

Fontan fi Bt @ Fenestration IZ B L T %, ~~L— v PHEEE
e toicifTEEssifiRicE 2454, A7 —Tick 3
BB OHEBEL RV iE 7 7 ATMa & > Tw % Y. device
W2 L T3 %5 ASD occluders, PFO occluders, VSD occlud-
ers, embolization coils, vascular plugs, covered stents 23%51F &
LT 3. Side by side IZfEK L 7 hole 1k O fenestration (2 1&
ASD occluders 28, Goretex graft % FH \» 72 fA IR @ fenestra-
tion I 1% vascular plugs D H HMED ) 7ebiiTWw» % 7 s,
EN TN D off-label use & 72 %,

MBI B TIE, NV — VBRI R 10T
RO, stent HEDIE Z S5, N TR AN
DRI &0 ) BEDBET 2 720, stent HEIZ T XTIl
FIZBOTHRAMHY Y A4 XD stent WHE R GE, b
L I3 Z DY A R E TIERFIBE ARG 0NEIN & S
Tw2 Y hAE TR KD stent DL A 72 0>
Z &, WA DHEETEICHGR L % 2 MENR, MfiFIR, Kb
I, KERIR, BFIIRE ICIE WD stent b E)E2 2\ T &
DE E 72 % (201645 HARBIAE), PALMAZ” series T3,
PALMAZ® stent (Cordis Corporation, USA) (Fig. 4-A) DI
BB D 2T > b 7 A IS SEHEIR % 8 L 72 PALMAZ®
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Fig. 4 The stents

A: PALMAZ® stent, B: PALMAZ® GENESIS stent, C: PALMAZ® BLUE stent, D: Omnilink Elite® Peripheral stent, E: Express™ Vascular
stent, F: Cheatham-Platinum Stent™ and covered Cheatham-Platinum Stent™, G: sinus-SuperFlex-DS stent, H: sinus-Repo-DS stent.

GENESIS® stent (Cordis Corporation, USA) (Fig. 4-B) 3%
B, FHRMEDE WA TBANDREN RS 2 L, XD
low profileft & 1L G HFIEIMEIR L 72 Z &2 & D, EU,
USA T3 9 TIZ PALMAZ® Medium/Large stent @ {5 13 #%
7L, PALMAZ® GENESIS” stent ICIE EHfio > T 5, F
72316L A 7 ¥ L Al % > T 72 PALMAZ® stent 8 & OF
PALMAZ® GENESIS® stent (X} L, L605 cobalt chromium %
FVs 2 ETE D) BEHEAZEEMEDE L, low profile b X
72 PALMAZ® BLUE® stent (Cordis Corporation, USA) (Fig.
4-C) bifiBLIn T %, EWNITIZPALMAZ® GENESIS®
Large/Extra Large stent 3 X (N PALMAZ® BLUE® stent 234
ATH 5,

KENRAGEZE DI B\ TUE, TEESIEAL O BYIREEHZ AL,
fBED ) A 713500 — v MAF TR IC FEE L, stent ¥4 i
DIEH ME EEbNTV3 Y, CP Stent™ (Fig. 4-F) 1%
platinum iridium &< 7 4 ¥ — % “zig” BB L 24K 42
PHOWTL =Y —EA L Zstent T, ££12~24mm IZJHK
THETH 5. HERD stent 12 Ll U CHEEE % 84 L radial /717
DEEZEC L2 8T, RADWRFEFRAE 2% &I L
T\ %, Covered CP Stent™ |3 CP Stent™ % {1 | 1 8 72 A
{R @D ePTFE (expanded polytetrafluoroethylene) T4 /¥ — L
Jostent TdH 5. USAIZE ) % CP Stent™HF {&E D % Jifi i i
K 3\ B% © COAST (Coarctation of the Aorta Stent Trial) C,
T DNV — v ME TN I R U T RATF 72 A 23S
s 2 oRBRIC Y T OIS mm A il 0 FEAE A
%, w7 7 UREBERE, ¥ — o —EBEREE & O Al
W, 605k DAL (ONL— VA TR S stent I TIE Y A
IRV EEZ SNLH), QIERRES S T — T IViRE

A PE L 7o REDIREESRGH] (COAST &8k 2 &) 2K
ST Covered CP Stent™ 7% I\ 72 2 il i b K 5B 3T H
(COAST T, T CimMoAMEIRHEThTwz ",
REIREEARAS ISR L Tk Emilo a6 4, A7 —
TIRERICRE L7, MEtoBamELLTb D
Covered Stent B iH % T~ ¥ L STz ™,

F GBIV — v ENIR AT LA, A5 ZE I K stent
FAEM, $kd 2 %S A IR 81 AT I BT, RIS
fite CEEA KL R S N BB TIRiRET DR Y A
7 WHBICENN O, BAMWBNEFE L L T Covered Stent
EMATEC LIRS NTL2 5 CP Stent™ B
L TIZENTOBRBMET LT3 (20164F 5 HARBIE).
USA & [FRRIZAE R DR BICHEIG D & % W] D stent A &
L HIABTH B,

i lRpez2 ¢k, 2NV — v IMAETZHAN, stent ST 72 &
DAL 50, HHOEB Y FEIZRL TRIFEIZS R
o, 2Ok NIRRT X 2 4% IS 5 H YT drug
eluting stent (DES) #HE A 61, HHAlO®RSE D R
512, EANTIZCYPHER™ DES (211 A2) (Cor
dis Corporation, USA), TAXUS® DES (/$7 ) & ¥ & )L )
(Boston Scientific, USA), XIENCE™ DES (Z~X11) A R)
(Abbott Vascular, USA), Endeavor™ DES (V' # 1V A R)
(Medtronic Heart Valve Inc. USA), Resolute DES (V' %1V
2 A ) (Medtronic Heart Valve Inc. USA), Nobori®DES (/¥
A 4 Y &L A) (Terumo Corporation, Japan) 23 ATF-HJHEZE 23,
VRS EEIRDEIGTH D, BliEHIR~ D] 13 off-label
use L 7% %,

F 7o JEOMETE A A B & X % D variant 12 R 1§ 5 1st.
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stage & L T D hybrid i/AHIZ B\ TIE, B OBIIRE FH stent
& L Tself-expanding @ sinus-SuperFlex-DS stent (OptiMed,
Germany) (Fig. 4-G) gL INTw 5, £ld4~9mm,
RIBRICK->TRELIFISHS524mm T, T D 4Fr
—RICHAT 5, 7 CoAB PRREHIIC X L T CoA
43 1 B FH @ sinus-Repo-DS stent (OptiMed, Germany) (Fig.
4-H) BHV 51525, WINRHENICEAEATSH 3.
FRENAR A ISR L T, PRAIC R L TR B I S L —
TN DNEPU 7253, ARG —3E T 2% < 22
DTAYy PBOHET S, ThERMRL, ORI L
THREE FIET 2 O DRI IIIBINRA R < 27
Melody® Transcatheter Pulmonary Valve (Fig. 5-A) X452
DA IR L TTY A vy Ik ALRT, 7
VY — VIS L7z S ERIRF %, platinum iridium 54 D
stent NICHERS L7 b DTH %, 7 U ElRFITEETH R
UFICBR - BASE L, 2> IR D coaptation 2SE 72 9, A
HPFHDERIIWINL TZOEZHMFITE 5. 7 o HlRkAR
DPEDI6mm D b D TIE20mm £ T, 18mm b D I1F22mm

Fig. 5 The valves
A: Melody® Transcatheter Pulmonary Valve, B: Edwards
SAPIEN XT® Transcatheter Heart Valve.

Vol. 1, No. 1 (2016)

FCILRTE %, Zi#%, Balloon-in-balloon (BIB) Lic
7Y FLCHIET 2. BIBZHW2Z LT, EKPICH
D AMEICHBETE S KIS LI RS, S5
12, SRAMAOREIHIESS, FIEEONS
T2 B O TRIEROL A D hybrid 52 A W72 BEICH v S
N5 7% & HMFEP2HEKR L T %, Edwards SAPTEN®
Transcatheter Heart Valve 13 A O KEF-0 D E %2 H Y
&L ChTE I N, IBIIRA O Z DS AHER L, K
Tl Edwards SAPIEN XT® Transcatheter Heart Valve (Fig.
5-B) DMEMIRFANLDOBEIG & 72> T %, AL Z KNS
% Carpentier-Edwards ThermaFix Tissue Process & \» 9 F ik
ZRHWTRIL 727 > DFET=RAZIFK L, cobalt chro-
mium G D stent ISHEE L 72D TH 5. £23mm, 26 mm,
29mm D 3FEHIDH D, 20~29mm D 47 FEHH PR IR L
Twz? Fhbb Melody® Transcatheter Pulmonary Valve
X DBEOREZVIEFNC S IFATRETH 5. EANICIE ERdw
TNDvalve bBAI LTV,

EHEICE T S off-label use DIFIR

PLED X912, HATIZdeviceDiE A E B, 4
KM BB A D R A3 72\ device DSIEFICTZ W2 £ 5,
T S HE U 72 FH 0 AU HH - T 72 D TR O IR D3
DTS BB ZEDHSHLTH S, L7h> THA L off-
label use Z i E NG X 2 2542 WIRM FIZiE»NTWLEDT
HDH, EBUTIZ ED KD % off-label use 25 ED { 50D
B THfTEN T LB DTH S I H, 271 IPIC A4
2 (A IREEBSEY, 2R Bl <l 2 ofiE
ZEET—<D—D2 L LD R 77— bAELZT-
7z. off-label use lZ & % BEIK “NIARDWME” L MRS f
HiEThh, EEr2IXTHRET 200R#CcH 5 2 L ik

The number

The number of cases
of the institutions The number |>21
of the institutions
25 11~20
16 m5~10
20 14 @1~5
12
15 10
8
10 6
5 4
2
0 0

F T F L & E

o Q4 &

A

Fig. 6 A: This figure shows the number of the institutions where off-label use of stents was prevalent for each disease. B: This figure shows the num-

ber of institutions based on the number of cases treated

CoA: Coarctation of the Aorta. IVC: inferior vena cava, PA: pulmonary artery, PDA: patent ductus arteriosus, Peri v: peripheral vessels, PV:

pulmonary vein, SVC: superior vena cava,.



Journal of JPIC

FBICHEC 22\, 2 OFEITELZ T Z ORI 2A A,
off-label use D MEIZ X9 % “breakthrough” & L CTH 7%
Bz 2D EEZ NS, NRITHANEER AR
Emia D 133 figk, ¥ X CHALMEA v ¥ —x v a
v 35 2% 2 (CVIT: Japanese Association of Cardiovascular
Intervention and Therapeutics) JITJ& D 27 fi7% T, & Hiakic
e-mail ¥ 72 13 T3% T off-label use & device lag 12 B4 % B [t
Haldfi L, HH web site TD on line AJJTRIZ %2 I L
7o, BREEREMN L2 160D 9 b 39MEaE (NG
FREMNER 33 MR, CVITBH6isk) 225 m% 2137
(I E24%). Off-label use D #EBR A3 & % fifl 3% (3 29 f 7%
(74%) 12 EY, off-label use %’ 135> d 2 BIE—Mfl L

The number

of the institutions B not efective

18 o effective
16 O highly effective
14
12
10
8
6
4
2
0 N} q
)
F P 0\\4°Q & g

Vol. 1, No. 1 (2016)

WA EDRBINT, stentD3 D % { D% T off-label
use DREEEDYH O 25 ML, He\> TAVP A 1ERE, ASODS
10/iti 3%, ADOZSTHERYE, % D fth D device D33 ik T dH -
7o, Stent TlX, fHiH DR GURHZ I IS ATBINR 23R b % <
(UHEE%), MhddR (9MEzE), BIRE (17ME%), KEHIR
fge (AR, KEMIR (), KAMImE - &k (10
M%), Zofth (8HE) TH o7 (Fig 6-A). {HHAEHI%L
IR L T MBI IR~ O F 2321 5l DA B2 & 2 iRk 233 fie
B, ~20Bl DR A 3 MERE &, fhoBEBICHE L THH
72 0 HEIIR~ D stent off-label use 23{TH LTV 5 Z £ 239
hibitz (Fig. 6-B).

stent D off-label use DRI HICEH LU CTIX RN, HEhHSH A

The number

of the institutions
18 Byes @no

16
14
12
10

8

6
4
2
0

Fig. 7 A: This figure shows the number of the institutions based on the effectiveness of the procedure. B: This figure shows the number of the institu-

tions based on the presence of severe complications.

CoA: Coarctation of the Aorta. IVC: inferior vena cava, PA: pulmonary artery, PDA: patent ductus arteriosus, Peri. V: peripheral vessels, PV:

pulmonary vein, SVC: superior vena cava.

The number
of the institutions

The number
of the institutions

6

5

The number
of the institutions

Fig. 8 A: This figure shows the number of the institutions where there was off-label use of AVPs for each disease. B: This figure shows the number

of the institutions where there was off-label use of ADOs for each disease. C: This figure shows the number of the institutions where there was

off-label use of ASOs for each disease.

CAF: coronary artery fistula, PDA: patent ductus arteriosus, VSD: ventricular septal defect, VSP ventricular septal perforation.
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The number
of the institutions

stent Melody valve m-VSD ADO II/IIAS others

occluder

Fig. 9 This figure shows the number of the institutions where the di-
rectors think respective should be introduced in Japan
ADO: Amplatzer® Duct Occluder, AS additional size, VSD:
ventricular septal defect.

IS % 2p > 7o, IHERIRICEE LTI IRR) & D[RIZ A0 L
7220 i S HERE TR S 417z (Fig. 7-A). 7272 L 24Ul
FREEOEPRESBEELTWETHAL) I LI, I
TOHEDP S BB ITHEN Z}’LZS), stent @ off-label use %
DEMICIEZ 2RI E Z o hvwbDEEZ NS, EE
BEHEER G, SFPHARR: SRENZIBRELEE
%, ®25VIIKGNRFEENIE > bD) IRl TIE, K
%W,Xﬁmgﬂmﬁbkmﬁfu%wﬁﬁﬁ&#ok

, MHENR, WHERIR, BIIRE, REINRHMEZE T3 11~32%
@m NTZDORERDIH > 7= (Fig. 7-B). 7272 L Zaudk

I CHHEFREZREL 722 £ Db B a0 %= Eit
LR TH-> T, AEHFRZROIERIEZRTHDT
e, L Layrs “HEs LwilmEE, REly
BWEFTH 5,

Z D1E 7> D device TIE, AVP, ADO & & B IRE ~ D off-
label use &% A T 2 ik 23k b % <, WEAREED 21
IZfE T w7z (Fig. 8-A, B). ASO Tl Fontan @ Bl 7 23
b% <, BIRE, LDEFRRE~NOMH G Ao (Fig
8-C).

BB AL F N 3 device & L Tldstent Z 28 1F 5 B
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