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Japanese Society of Congenital
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ORA Office of Regulatory Affairs ERGIEEE

PDA Patent Ductus Arteriosus EARE FTFIE

PDC Pediatric Device Consortia INBRFNA 2y =T A

PFO Patent Foramen QOvale DN FLBRTFAE

PM Pacemaker R—ZAA—=H—
Pharmaceuticals and Medical Devices . oo

PMDA =3 R R R A S S
Agency
Pediatric Medical Device Safety and

PMDSIA g NERERSRR SR UE T 3R
Improvement Act

PMS Post Marketing Surveillance SERFER AT

QMS Quality Management System SBEEBY AT L

RWD Real World Data UT7ILT—ILRTF—4%

SaMD Software as a Medical Device EE#RELTOY 7+ T

SBAS Static Balloon Atrial Septostomy RO PAVIEE Y -=2=al=EA 2 iy

STS Society of Thoracic Surgeons KEESAR P
Transcatheter Aortic Valve . =

TAVI . BA T — T IVRIKRENARFT & iy
Implantation

TVT Transcatheter Valve Therapies BAT—TILBOER B




1=
1.1
1.2
1.3
14
15
1.6
1.7
H2E
21
2.2
w3E
31
32
33
34
35
wAE
41
42
43
4.4
45
5=
5.1
5.2
5.3
5.4
55
5.6
H6E
6.1
6.2
6.3
6.4
ETE
71

H X
ARFRC 1 % /N PR A AR 58 OB

EFRBEER DT /S 2T TR TANT TZBIE oo 7
/N ERRBSER D EEE & AKFRELDHERE ...t 7
ERELIG DRRD B/ ERBERFBHZE T DRI oo 9
B A CTO/NE R EREIFHEEIZ AT T2FES DB LR s 10
KETO/NE A ERESEIHEEZ AT 72HES DB FBR e 11
HBD for Children TOTEBIZERE ...o.covoevveeeeceeeeeeeereee sttt ss st ssse s anssse s anens 13
FEERE coevveeeee e st s ses et es s s et R AR AR A bR AR ARt R et s et a et 14
/R R ER SRR D H R FEIR B S8 6R 2 AR S B 298] D BRY & EEE

FTETE BB oottt 17
A= SO 17
/NR A ERMERSRERICRIT 2 REOFE

E 2 = 3[R 19
INR ER AR B S HEE I 30 1T DR L HEE R DR e 19
THT TR T D EREE AR BRI D T2 DT 7 — R e 24
ERBE AR BRI 1T B/ R R BRE DBURFAE ..o, 30
FRETE ©oovvieveeeeeessee s s ee s st s et A ARt A ettt n s et en s 39
H >k GCP FAEFIRLLEIC & 5/ R A EEE S O ERLERIGRICIT 2 REHE
O 1= ol = 1 3 OO 65
T JTIE oottt ettt ettt ettt en st enen 65
E T T OO OO RT TR 66
FEBR ettt Attt ettt ettt ettt ettt ettt ae A e e et et et et ettt et et teren 68
FREEE evveveesseesses s s s s s s e sttt A e A ARt A ettt a et st st et 70
/N EFEHEERBAZE IC 1T B RWD OFITEHICR T 2 iEOFHE

B B DTS B ettt et n s sttt en sttt 73
E T/ = 3 OO OO RO RU TR 74
E s OO UR TR 74
L) BN 3-SR UROTOU 75
FIEFE BRI D DEEL oottt 84
BB oveveeteesees e seesees s st s st a A ARt s AR e et s sttt e st st sttt seententnes 87
EEFICBT 5/NEAERERBEROE RZ#E (Medical Device Day for Children)

Medical Device Day for Children BRI D BB ..o 93
DD T/ N R BB TE DRRRE .ot 93
INR I ERES AR LR IR 2 U R A L L TR S D72 DITMBYBEN? ... 93
FRETE oveeveeeteetestes s st s ettt A AR AR AR A AR A At s e Attt s s et en bt 102
FEREROKBIE LIRS

/NIRRT BRREEDIETE et 113



7.2
7.3
74
7.5
7.6

b=y an i bad: i LN 1 N I ok 71— TT TR OO 115

E R ADBLRD D DFRREIZ AT 723 oottt 116
B U E - LN Uy -3 TP 117
TN R R DR LTI IT T2 oottt 122
BEE D E LB oot bbb 124






Yooy =
.1

CER-

N bl N & 7
INRFAEEEZREAFEOBIER






11 EEBEROT NA RT TREHEICHIT -8 &

KENZBIT 2T 3A 2T 7 Lid, BORTIIMEMA DGR D LTV D EFREZRS ., [EN TIIAGR I TWY
WD TERVIRIERT, RT7 v 777 LRI, T DBk & ORFFZE A2 ffk+ 5 Z L3 A
AROEFN EOTODICKERE TH D LRI, JRRSHTE & bIZ, kxRN on<TEi, 7
NARZINX, BRT VT EFEET VD OBRENTRY, BESBEa A N E2RMICEIT 5720, K
B e miss a2 A9 2E CRE, M) CHEZZCHEM ALY e L7 ZIRER S L Eafrsh
72 2006 FFEITIE T =— XD mW ERERS O RHEEAICRET S ata) (1] 2k BAEEE N
R EOMEMEOE G H OB EFEEZIT., T, AT 7 RN T 5RAN A Z— Lz,
F 7o, 2007 FIRE ST TEFTREIRS - EFEFESS A O 720 O 6 2vEREIE ) [2] (M5 & | 2008 4
i TR OFENENT 7 v arTa s T h) [3] BHIESNDLRE, TA AT THEOT=H
DRI E B, 2009 FFIZI1E 30 FETH 72T /3 AF 7 [4] 1%, 2019 FTI1E 0.6 FZ F THME L7
[5] LRE XN TS, —J, /WNEHAEBEEEICE T 57 3 AT ZIEREME STV,

RE T, AFROEETH 5/ BRSO E RISV EREO /N R AR O
(ZEES & NRHERESR OEGEZ I Y & BURRS, ERBE O Ok, BRI /0 E R
PRBAZEMRAE D HR Y 1A, [EFRAO 72 BRFHEETR B I SV TR T 5,

12 /NERAERESRDOER L AKBROHS

KERMERELE (FDA) 22bRsH S -/NEAERESREICEAT 21 KF 4 > [6-8] TIL, /I
REMZ 21 LA FEEFR L, FUS T Kot 217> T s (R LD, EIFEMIZET LA F
TAVETIEHEICI8MUTZ UNE) EER L TWAHDIZH LT, EEERIC OV T, KRE DL
BWT 2 @OFERRTHETE UNNLEE] LEZELTWDLZ 0D, ZTHITE USRS EIRE
ENTNWDZ EREMTHD (6],

®1.1 ERBKREARICESITS/DRERAD FIA EEH

INERER SR B & T DFHEE
ABIMNAET
AR BHAERKRER : 2. 5kg RiBEOFAER

BIEEEARER : 1.5kg KBOFHER

R ARIMAB2RET
INR ARIBBI2ZRET
= AR 1N2BHBE2IRET

o HIFEFEH: 1IBmALI3EET

MSATBAE N L R 1S (PMDA) ICRE SheRFEEE S [9] Tid, 20154 12 A1
MEFRBE AR O/ NRA~DOWESFHH D &5 Y J7 1 (IZHOWTEMESIZ X Higm 2kt Tl & [10] 2L E &
Wiz, HFEZERWMEFIIRBNTYH, ERPGIHSNTOD2, [EEE LD SIRE-CHE, EBFH 72
FEIE, FRRABIHAY R R RO IR L R DG b D D, T DT HEISOHENIZ BN TIE, Th
LD Z i — BN HWTT 5 O TIER < TNEN D EREG R B ORHEIDIE Tz @i o) et
FaRWT, EISEZHWT5 2 LBBETHD, £z, DRICRE LI2RBRET TIER < BRARED
Oh, WISHHINEREENL ETFRSNLILGELFTENLIRETH D, | LRSNTND,



PMDA T X CHAESNLD ERERRIE, DRI (SR ERER) . [HRRERERS) (SO0 S
o, FEFREGEIX, VA7 LoLCBfR7e <. BARTHEBIN TV D EF K & i LT, ik,
55, e SUTMEREDS B & N B /e 2 RS & B S 415 [11], Takahashi 513 2006 4F 4 H 725
2019 4 12 H £ COMIT 529 HEOBEERHEIR AR S, £ 0 5 b/NRHEERHELSR O AKGREIE 12 1
(12/529, 2.3%) Th o=t L T\a [12], X 1112 2006 46 2019 4F 12 A & TIZAR I
T R e DAGRECE R, AR ST/ N ERESRT DT ER 0~2 I Th Y . s ER
FHZLEAIEF T TN 2 E D,

100
0
80
70 67
60 56

50 46

40 37 38
33

30 26 26 27
23 22
20 16 18

T SR M 0D 7R

10

1 0 2 0 1 1 1 1 0 1 0 0 2 2
0 - - - - - - - [ [

2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019
FRPE
2T wNRHER
* 2018 FITHRB SN F/PMERERESE 2 HIXREARICET SERESR
1.1 2006 €4 AM 55 2019 F 12 AICEKBEB S -FERBBORKRBH
(BEFEXH 12 X YHRZELTEIA)

Z DX /N ERESR O BRI OB T D IRVUIAFRD A TH L TV L RBE TIE RV, KEIZ
BWTH/PEEZTT TUnmet Medical Needs) &l S, /NEHEFRESRAR ZEET 720D T A R
FAUBFEH I TS [6-8], SEilkd PMDA B ZEa0 % E Li/NEHEFRIEZRRFE O H v 5128
THMEFITBW L, R OBIICEET 5/ EREIREHR O R & LT, /NREBOIEFIHN
DI WP NENZ & ALY bRV BAEFEEZRERSSINDZ & FIK - JBEROY A X031
ST Tl S BREROBREN RRATH H D 2 & | EEOIRRIZB W CUIEE O ERER-CIRRIE
MHAEDLETTOND R EOERENH Y | FAFBEH OV S (BEROUEF G L V) | KREBIEER R
# OERB OIS, PTRAR) . ftREFCIHIER A Ok, BRPIME SIS T TR b
DV L LB EMENFREE L THETF LN TWS [10], 20X 5 ICEEOMENEEICIFEET
52 LT R o T, AFERBEGIC AT R REERGEAREG O ML 3w < | BOERTHFESIC
R2DEM, AKRBIGH ORBREEME & W olo, BOBREICE > TEER [PRME) BNZ L, JiER
TEAKGRIIAR D 2 A MRRHRGEL DR & RIAT Z ENEE L W2 &6 | ARZED BT A5 6 WELK
DIFET D, F£7o, 295 L7 TPRM OZ L SiE, M CRRB S iz EFER 4 B ARISGEAT DERIC



HEEEL 720 TAART T O—RERY D D,

1.3 ERBIZOHR RN /N EFEESREARICR T 23857

AINCBNTT A 2T ZRESUNENR CTA LA, BRI/ NEREREICB T 57 314 27 71305
NBEIR & S L CIRAITH B, /NEERSERICE W COEBCK TIX T I S W a7 —7 Wik
WA ENARTITEASN T, B IHROEFRICHED &2 2GR WIRMBA N TN D, ko LB |
RIZTTT « TNRART THRET D2 LIXHAROERRN O D REET L v, xR
T TE, —J, MRTEHZELZLT A ARHARICBW T ENR2NE NI T AL AFX y v
DEAT, K 1212 E 510, BCK T SN TV D ERER A HEATHATE 2 L5122 5F T
10~154E 05 Z E DN LIZLIED 5,

2000 2005 2010 2015 2020

% N

VSD, Melody, Atlas, CP stent
USA >5-10 yrs Not available
FDA d
ASO, ADO, AVP 6-10 yrs
Japan ’ £ N
PIVFI,DA |Harmonized: Piccm

N V"h
g2

RF wire 13 yrs

IHarmonized: Sapien TPVI

E1.2 MNERAMEREBRTINARX TNRARSTOBRK

iz b, MR O AT > MIKMAE ., NLEZ G 20 FLLEEOLENERTFR BV T E TR
DHDHEDOD, RIZHERMEEBHAAT » TR I TWARBIIAFITIIAFE L, &7 —T7
NEARFE EICE A S D A K b=y 740 Mdody™iEh 7 — 7 VB IRENIRSR > A 7 A i
FELEIH LY 20 2L EsiR S, 2 OFMENRIRTRO TV D 03, BARTIL 2021 FFI272 0 |
TR AR R WIERGERIE AR L, = RU—X T4 7 A o 2O =y 3R DT —T U
LD 9 RS OFFEIIRFNAL~DRICIER, 725 NT, A R ha = 70 Harmony™i& 7 7 — 7 Vil
A A7 2 (LLF THarmony| & 9) DEGRINDIZE -T2, T 9 W o o/ R G5 D
AU LD . RHEVNRIERER AT 5 0 7 — 7 WiRH ISR AN EEIN R % EE & L Tmbhn
[13]. ZEDFERAZIT CORR Y ALADFEB S EED TV D,

DT NAATZ T HPOBERIE LT, 1D RATEARTEGIE O D7 S 2) FeRIEDHEBIRE D
BHES . 3) LIS, F R LEISIMEN (7 7 La—2) WEEB(LLTRBY, ZDFEN
SN S6WZ & 4) ERMRICEDEST —FBRMLTW=Z &, RERESF NS, BAERIC
X, BRADEEARFEZE KT D EEIRA T > b & ITE, e KD ERE CIXAREINR® 2\ 3 E R
DRZE RIBILOTNL 72 ERE2 IRIREDR DV | BEOEVWRRE B BET HMLERH Y, hoEth b4

_9_



BET DRALHAR S MD TEEETH LT, flHlx DIEFIEN D72 < 72 D728 KGRI 72155 D 5
MEAFEF I CHEE L 22, Fio, Z ORENMEN O/ N EFESR ORISR FBAEENFBICHAME TH D
ZERENPBEIZR S TWD, ZORIT/NEHERESRICB T 27 AT ZJOERITEEHTHY |
Z OIS TABIOMFEFEIC L 23R R SN D Z Lo Tz,

HAGE R OB A v H—_ v a % (ICIC) Tk, /IR - B RMEERICHT 207 —T ViR
WETE A NRN P OR TG KT H 72D, RIRITBIT 20 T —T WIBR ORI - A0 - 24
PEICBET 27 — X WEENMZA E B 2, 1998 EnOEET V7 — MNEEZBM L- [14], FiZ, 207
v — NRAE O - BEERN B2 BB L. DAEICET e RMEWRBIZT 20 T — T WVIRRD
WREHLY A RY & LT ICIC VYA MUK DRI BERSE 2 2013 47 L 0 BlA L 72, 2016 4 1
HIZIZETO AA/NBIEERIF2EMEHR T JCIC VYA R ~OBEBITEE T L, BE TIXER
4,000 7> % 4,500 1D BT —T WRRDBEH SN TS [15], 2D K H 72 7 AU —)L K5 —4 (RWD)
DOFNERIZ L > T, WISAMEHCES T — & ORI 2 BB ORI L 5 LT @& B3 hE -
TWDA, BURF5r LTV 27220, 2072 BURFHMCMER M b A RO iR (O BEEHEH L /2o
TWn5,

14 HARTO/NERAERESSHEE IR 7-RES DY #7A

AFNT I THHE S AL TV D /N R R O BRFEMEIZ 0T 7o AR EE A R 1.2 12T, /NJLAEIR
b B, DR R RS, R = — X0 i O E RS o0 BE O C B B MaTes,
R AR ARSI RHARRHIE L W o To, ER=—AREWIC O b LT, IREBEN DN, +557%
T—ABREE S TR, FIENFADRWVEOBEEN G, 720/ AE&GRHGEICE O 7a WL B 2 1%
LT DHIENRESNTWD, £, EBRTERRIED X 512, RLIEOH LW [EEHEZR O RHREA
EHMLTDHHIE S A X — LT D, /NEHEFRBERRBARI AR U7z 1E, 2009 421 [/ e I R
AR OAGRHGE SRR DSBS, 2020 4E1CiT THEE FRER LSO ERIE ) MEFE S,
R D R = — X i 723 72 O O SRR EE RS HIE S vz [16], 26 OFIEEZFIH Lo/ R
FEERBAFE DD B AL, EBRIZHKRE TORB > - FHpl bR I T,

£1.2 ERICETHPRAERBFOREREICAF-RYEH
(BEXB 12 L Y5IALTHRE)

Z=Li EL:) FRE~DXIE | BRE e

1 ER-Z—X | ERBEBOD-—X | - BEBEHE | 2006 | 2020 F5 A FTIZ 140 DERHR
NDEVER | PELVERESRZD | - RIREEEE ARESh, NEREREIRL 16
HHEFOER | BEHBA il BE mB (16/140, 11.4%), 5- 71 &
HMEAICE B (7/16. 43. 8%) [L:EEER K
9 AIRAR RF.

2 ®mAOKRBA | FORFRAERRE | - FAEOEHO | 2013 | 2020 F£ 12 AETIZ 31 DERES
ERERF | FORHEA fHBNE AEE SN, NERAERKRE 4
E - ITEHER & D mB (4/31.12.9%), 5% 3 &H

55X il BE (3/4, 75.0%) [FBERAZDER
- TRl S A =

- BEEEHE

- BEEYMO

ER




£1.2 BRICETFSNEAERBSOFARRE CRIT-RYMEH K
3| MERAER |NWEAERKSEZD | - MNERERMK | 2014 | HESELN ORI
BENDEAFET | willilcxd 5 | (2015
El EZAADRET | FT)
4| %ZBFITEE | BRAEOEHFNG | - x)LP | 2015 | 2019 FEFETIZ 9 REMNEES
HE LB | EREFSOBHE | 1HIE nOMEREREESE T &E (1/9,
MERESR | A - BRI E 1.1%) &FEnf=. Sx%/MNRERAER
- BEBEEGE BRI OV TIEERERARES
- RIREERE THd.
il BE
5| EHMER Ef’f"b\ KHbIZ | - BAEBEFIE | 2017 |2020F 9 BETIC1 MEMNEES
WREGM | RBEBEENGL | - REBRFBHIC NOEEREKRDEMS L=, HZE
BHAREN | KED-ODEH A E BREBINEAERESBTH -
E/ &8 | MOERKSEOR | 55, GOP (B f=o
SRR LUECUN EESR) T
RERERDIRH &
WEE LI
6| /NERAER | /MNEAERKSBOD | - AZRFFH | 2019 | FLEEESAEREFOARIT
HERDOKR | BHIEA bR THNTLELY,
HEXES
ES
T\ HERZRE | MRGE. BED | - IRERS 2020 | FEEE SN EERESFOLARIE
En EFRE | XDICBTER | - BEMEKR. B THhnTLEL,
BEDOETE | LO=Z—XNEL | ZBE
B (RRESATWLE
WEREBFOH
REAEDREIZE
59%

15 KREToO/NERERESHEEIC M) 72/ES DI Y A
Takahashi & [12] I3, 7kll
EAWE L (£ 13),

SNTEY, E%ﬁiﬁbty7

e Sz,

MCEBO LN TWND, Fio,
THMES . AT

IRV T

L s

IIREANTH D,

BWTE S LT X720

L EERRRE AR O FIAGRIC

M 7= B0 kA D —

» NRHERES R 2 72D OEREDS 10 L. BRI HIE

WZx U2 fadt & BB R STV,
LT, BIREEOTZODV AT APBEINTEY, ENOLOESEM AT AL ZLHHETDHZ
2 4VE% iR L probable benefit CFE 9% Humanitarian Device Exemption (HDE) i1
KEME OHIETH Y, /N

Flo, BAER L BARICK

N

B L Tk, a2 TTH HDE FIEEOH TR T 5 2 & 23k

INEEREERIR 2 VR — b5 a0 Yy —3 7 AT L CREMmEIC 1



#1.3

REICH T H/DMERAERESFEORRREZR (+7-HYHEH

(BEXH 12 X Y5IALTHE)

E2E 0 E):g) EaHE FHIREE [p3
RORE/RED # 60 M5 B5 DEIRLEI-& S
o ) JOoozy FHETREIY Y
Orphan Products | HD#FH L LVELL T - : QLN (5
s . N PR Tonf-B€DOXKH» BEIX
Clinical Trials |MWRMLERNSG | - #BE 1983 . e
- - #91,550 75 FJL) &, BRIICK
Grants Program DHFEICET 588 - X e Gk B o 3
RSB ZE ) 5 4B BEINT-BIEEOMREMGEE
PRSP SR#ICETOND,
INEREEAE . EEK
Pediatric HER, SRYY, BESKBNHESIATEY.
advisory EEEROHRESE 1999 2018 (2% 3 BIDEZ:H B
committee [ZB83 % FDA ~D =nit-,
g
* Pediatric Expertise for
Advisory Panels (2003)
* Premarket Assessment of
Pediatric Medical Devices
(2014) (This document
supersedes “Guidance for
Industry and FDA Staff:
Premarket Assessment of
Pediatric Medical Devices”
o INBRRAE dated May 14, 2004.
FDA 4 5 % ii;l): ;);l;?;_g Jﬁ%;%%?;; 2003 -anovi:Tng Informazcion
7 2= ffiIcBEd % about Pediatric Uses of
e 2 EiET Medical Devices (2014)
- Leveraging Existing
Clinical Data for
Extrapolation to Pediatric
Uses of Medical Devices
(2016)
- Pediatric Information for
X-ray Imaging Device
Premarket Notifications
(2017)
T EAIHEN
wodical hovice | EmmEG AR (AR
eaioal meviee Rican " AR M 32 RE R Lk EESLEL(CZE<DTO
Safety and #LITAZ L% H {2 % 22 15 0 2007 55 o BEA
Improvement Act | B9& L71=iE. FDA *E;E R 7 IR
(PNDSIA) DER. EL0ME | T
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O HEYE FOREFRIL RGO R & 0 EFRESRHEE 2 RET 52 L TH Y . HKE DRSS O
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Medical Literature Analysis and Retrieval System On-Line (Medline), EMBASE, [& 7 H JuEGE K OEE
R — 2 X— 2 % F| ] L. Preferred Reporting Items for Systematic Reviews and Meta-analyses
(PRISMA) guidelines [1] (ZH|Y Scoping Review % %Efii L7, A EIORIEHILV E = —D Fikzw 7 (F
3.1,

% 3.1 Scoping review IZBIT2BEHE

HE BERAE

EERLL From inception to Aug 31, 2019

TEREE pediatric AND medical device AND promotion
BmERX GEIIRE (1) infant*. tw. (387988)

B0 (2) child* tw. (1321409)

(3) adolescenx. tw. (260782)

(4) p?ediatrick. tw. (327962)

(5) or/1-4 (1864081)

(6) “medical devicex”.tw. (13512)

(7) "medical equipmentx”.tw. (2705)
(8) “medical suppl*”.tw. (1073)

(9) or/6-8 (17072)

(10) 5 and 9 (789)

(11) developmentx. tw. (2255878)

(12) regulation*. tw. (831687)

(13) regulator*. tw. (548382)

(14) legislationk. tw. (31912)

(15) or/11-14 (3270021)

(16) 10 and 15 (216)

(17) Medical Device Legislation/ (219)
(18) Device Approval/ (2778)

(19) 17 or 18 (2950)

(20) 5 and 19 (68)

(21) 16 or 20 (265)

(22) exp animals/ not humans.sh. (4619218)
(23) 21 not 22 (259)

HRET HIRXD EBIEERE. RERX. L. RMPL Ea—. Letter F (EFIREDH
METHA > k<)




3.1 Scoping review [ZBIT2RREHE H=
BRI INRERFE LE-EREERAROERIK - R - #HEFRICOWTH LAY
&R X EER - ANEZEHESOERERUN TR E LIZH/HX
ERERICRE T DX
BREREREEE (BRIREER) HMROAICEREZH TR
BRAREE#RICET 55X
EEMIRFEROIRIK - 5B - HERITOVWTH L TULVRLEBRX
BFERX

322 /PNRAEREIARHAER @%Hﬁ‘f*%

SCHRIR SR OFE R, EF R MEGEIZ 38\ T 153 3CHk, Medline |2 7C 259 SCik, Embase (Z°C 176 SCHk, FF
T —H _—ZZBWNTO jcr@k\ AaF 588 kA L7z, Mi% 588 LD AV V—=2 7T n—%
311”7, 588 LHRICHOWT, 1IRAZ U —=2 7 TlE, 24 OMN U7 f & 255w C & A v e T
TANT 7 RPHHLINIKRRE R D RVERSIEBRIN LTz, RHEE DWW TR, A7 v — 7@
DHAUN=RETFTNOERINTEY | EFENTNOBLENOHERNTE L LY, BlllLRMAE LT
HEHED, THTITME L TONERE 14BN L, LIRAZ Y —= 7 OFfER, 2 4 OHETHER O
*ﬁuﬁisg% (495/558 XCHk) Th-o7-720, & =HOFIE (%fﬁH’Jth—@fx%’ﬁ R /N R

WELL) bBML, A—EGRSCOREEZITV, 2IRA 7 Y —= 7 \CiEteimsC & LT 97 Sk & filiH
uio ZALH D 97 SLHRIZ-DUWNT Full text review Z 50 L, Hf&AICARTIAE Ok GRS & LT 39 k%
i U7z, A5 & L7- 39 SRS 2 Appendix 3.1 127~k [2-40],

588 relevant articles were identified with Medline,
Embase, ICHUSHI| and KAKEN database

491 studies were studied based on titles/abstracts.

) screening ] 1dentification |

A

Full texts were assessed in 97 articles.

58 articles were excluded

3: studies not regarding development of medicine, medical devices, in-
vitro diagnostic, and tissue-engineered medical products

6: articles not regarding medical devices and regarding development of
medicine, in-vitro diagnostic, and ti ssue-engineered medical products
44: articlesregarding medical deviceswhich do not describe promotion
of medical device devel opment (case report, experience of devel opment
of medical devices, clinical trial, pre-clinical test, etc.)

1: articleswhich describe promotion of medical device development, but
do not refer to pediatric medical devices

3: duplicated articles

1: others (only session tile and not article)

Eligibility

A

39 articles were identified for the final anaysis.

[ Included ][

BJ3.1 Scoping reviendDRH 1 y—=>24 70—
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Appendix 5.2 KEL X FJREBHICHIF-ERm7ZO5—F74+—L4A

[tems Questions

1. Overview (1) What type is the registry? Please place a check mark.
[0 Disease and/or Patients related
O Procedure related
O Device related
OO others ( )
(2) What data does the registry collect basically? Please place a
check mark.
[0 Patient demographics
0 Procedure
0 Mortality
0 Adverse Event
O Procedural Success
(3) How long is a follow-up term of the registry?

( )
2. Objective (1) What for does the registry collect data? Please place a check
mark.

] for surveillance about a specific disease

[0 for surveillance about a specific device

(1 for surveillance about a specific surgical procedure

[0 others ( )
(2) Did the registry organize in order to use for regulatory decision

making from the beginning? Please place a check mark

O Yes

O No

3. Funds (1) How do you get the working capital? Please place a check mark.

memberships of academic societies

industries

research grant (public)

research grant (not public)

donation

investment

others ( )

(2) What is the biggest expense in organizing the registry? Please
place a check mark

data-col lecting system construction/modification

operating funds for registry organizers

data management

outsourcing

others ( )

ogooooooo

ooooo

4.  Human (1) How many members belong to the registry? Please answer
resource approximate number.

O registry organizers ( )

[J project managers ( )

] data managers ( )

[0 others ( )
5. Communication| (1) Please tell us about communication with FDA or industries ?
with FDA or Please place a check mark
industries O regularly
0 as needed
timing ( )
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6. Data (1) What is the practical procedures of data management of the
management registry? Please place a check mark

0 informed consent

[0 personal information protection

(] data quality check

[J data reliability (site monitoring/ auditing)

(1 traceability of EDC system

] appropriate governance structure (transparency)

0 others ( )
7. Data (1) For what will the registry data be utilized? Please place a check

utilization mark.
[0 for providing Pre-Marketing data to industries (for
regulatory use)
(] for providing Post-Marketing data to industries (for
regulatory use)

(1 for providing to developers

[0 for providing to researchers

0 others ( )
8. Problems for (1) Please tell us about the problems for organizing the registry.

organizing Please place a check mark
registry 0 shortage of funds
0 human resources
0 burdens for institutions
0 others ( )
9. Key points (1) What do you think are key points for sustaining organization?
for ( )
sustaining
organization
10. Problems and (1) Please tell us about the problems for dataset (endpoints) of the
solutions for registry. Please place a check mark
dataset [0 Data-collecting items are too much.
(endpoints) 1 Some endpoints do not be evaluated in clinical practice.
O Definition of terms is unclear.
0 The evaluation method is not standardized.
[0 others ( )
(2) Please tell us if there are any improvements you have already
taken.
( )
11. Data (1) What procedures do you normally undergo for data reliability of
reliability, the registry?
eclecticity ( )
(2) Please tell us what to improve your registry’ s eclecticity.
Please place a check mark
0 informed consent
[0 consistency with other data
0 constant data check
[0 others ( )
12. site (1) How do you select the institutions?
selection ( )
13. Achievements (1) Please tell us about achievements from your registry
( )
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