fEREH 2024 49 H 20 B %5 1 kK
(FR— L~ 2— AN B

MID-NET®# &7 — & ORFVEMEHT b OEMERES; . SRR, BERPES RT3 R—2 20
PSR - ST FIEFIZBI S D F5E

1. BRRBFFRICOWVT

UM RZFIRE Tl R RIRREE BE SRS 272010, WRORELZIZE L, WL IR
PIEDOUGERICBE O TWET, ZO—2& LT, WNKFIERREAT 4 AN - A TH A=V arty
Z =TI, BERWEMES b7 v R—v A GMERER, BHEGOBE I AZSRE LT, BEEHE
B HNT PRI T 5720027 V7 FOMFE L. ZORAMEOBRFNIET 5 TERRSE
AT TUWET,

AEIDOMFEDFREIZ 8Tz > TIEL, UM KFER M B E e mEEAELZ B ORE LR T, %
MEOE LV HFA 22T TWET, ZOFERTFITSNTWAHIRIL, 202943 H 31 HEX TTY,

2. RO EHRERICOVT

WA, BRI RICB D TR AL EO RN BT U A 255720, B4 OBEOH T HHEIIIZIL
L ENTz, BEOREREL LOERORIIEEST 27 —% (il : EF LT RDEEN T — 272 L)
Th 5 real world data ZIEHTHEN X DIERICL->TEBV £F, LL, 207 —FiFA%K, 2
PHRIEE R 72 COEBHTIUE - FHINTEY ., b Z2 AW OERIZB W T, BEROP
WARBENELT DN ETe E ORI TH 5 phenotype (RIBUVM) % EMEICER CTEHT — X HHAMNMFE L
WZ ERLZVORFIRTT, FD7-d, real world data (RWD) % FHVNT phenotype (FREA) % X vV 1IEfE
\ZEF L, T 5729 phenotyping THEDBIRMNEE L 72> TV £7,

IR T — # N — ZHFE T, BRI T 2 RIEH o R &l e 22 xR E 2 o S L, 2011
R0 RGO E L R R A HEAE (PMDA) 2SHL & 720 . A 10 s 23 Mk IS I TEER N
T—H =2 (MID-NET®) DOFEFLE | T b EHRAENE LT T2 v AT AORFZHED | JUNKFH
B (LLF. ARBZ) 13 HEEEEO it LT, TNETIZT—F - NV TFT—TarZE L TExE
L7z, £ LT, 2018 FE L W AREH DA E 5722 & T, MID-NET® THIHFIEEZ:, AEFS (T U D
L) OFIELEAEEE - T 272007 30 X5 BT, 77 M AEE) OBRKIEDFED
MENE AN E T,

AW B, ERSOBIERFES L THlE STV LR, SRR, BEREES b7 VR
— U ZADFIELZ RID Toh 5 MID-NETe L W #3272 D7 7 b I LERZAERT 2 Z & TH, RID
IR TR ST T —H RX— A TR\ 4, RAERER. 0. P, Q72 &850
X DR CIRRBICRE L TOWDIER (BEOERF) 2 ShengGa . REBICHRER L TOZRVWES
(BDIER) NE L EENIBENH Y T, ZOIDANZEIC LV EROEKEEBAEDLED Z LT,
i S HIEBNCEOEFI O B L L7 I oBOIEFIN D72 78D X 9 7B EOEWT ¥ K
N AEERENERLT D ENRE L0 F3, ERLIZERIT, ERLOZENKIZT TR, AFLTT
T T ENFERT D IRFE T — 2 BBV EEICB W T LR T LB ET, T hETE
M U7 R A se it de 2 & C, KV @ERIEAE R TFIEOSLE - MBI ORBY | RKEBITIEAFR
BT HEROERN EIcbFHETHZ Enif s E T,



fEREH 2024 49 H 20 B %5 1 kK
(R— L= AR &R

. ; '
BRI — &< — 2 (MID_NET) {25 )S’“ L
£ B SR (2 110 1,525 izl . -~

FHIAZERRR

‘ o RS B 2T L RS R

1 ERRIG®T — 7 N — ZAF LB

3. HHREOIHREIZDONT

AAFFOXEIE, 2009 41 A 1 HLFEN S 2024 4F 3 H 31 H £ CTORIZHBWT, JUNKFHPE % =
2 LR H Y A7 & (HIS) (28815 2 2BE S A (FRIESAH; Sk - 8 50 5 AL ABE : K
40 T N) THYH , MID-NET®IZHEMNE N DL FOT — X FiH OT — % % O THE 1TV E T, 3R
I TUN KR FIRBEIZ 2 2D & 5 600 44 D7 (MR 200 44, GMERER 200 4, BERFMES BT
R— 2 200 44) . TERFFHBECZZIENH D 200 4 0F (PR 200 44) . ERAER KRGS
PR & % 200 4 O J7 CEMEEEE 200 44) &) KPR 2 ED 8 2 200 44 D J5 (GRS 200 44) |
Ve RFIRBRIZ 2N 8 D 400 4 D F (FERFEYES N7 2 R—3 2 200 4., 2MERER 200 44) .
NS 7 N —T [P Z 2R B D 200 4 D5 (BERFEMES RT3 F—3 2 200 4) (ZWhI1nWiz72< ¥
ETT,

MID-NET®IZHAN S5 T — X Fl H OFEHIC OV Tk, PMDA O — A— V% ZEL 2 &0,

Prnda 75— RBHEENHT—HIAE
MET—HFI—R

BFOINT-F—FI T -BET—H
- ERREER (S E. AR, B

- BRERGERY . BREA—4)
- MAIER(A—5 - EHE)

- CESTERR (7 - EE)

- BIEBREER(ER)

- EYMmARERE ()

- IRSHRREER (RE)

- HIBBREER(ER)
- MEREERGERE)

LI T—%

1 MID-NET®IZkH S 5T — X fli B



fEREH 2024 49 H 20 B %5 1 kK
(FR— L — AR & B

PMDA 75— A=
EIRIGE T — S N— AR ONWT [ BRIERT — 4 N—A (AT —F Y —X) [TRFEND
7 —4IHH URL: https!//www.pmda.go.jp/safety/surveillance-analysis/0018.html

Fo, ZOWETIE FEREOBITHRIC LV B O 2R ERBFH S E TV TFETT,
PPl 2022-212

AL MID-NET®T — & ORFEMENT B OV — Z it e - it TR SB35 5t
FFATHAR - 2023 4E 3 H 29 H~2024 453 A 31 H

ARAFZEIAE R T 230 - FEROBUFHIM - 200941 A 1 H~2024 43 A 31 H

MIORRE L7025 2 L BB INRN T IR GE O ZFEEOREBADOF L, FERHETT
HE 72X,

4. HFROFEIZONT

P3RS R R R RS (PMDA) 2SIV £ & D7 EHG U AV NIRRT b D AEFLR TH HHEM
TS, AERESE . BEIRIGYES b7 ¥ R—U ARG e U CRE L E 9, RTINS, &
PERED . BERIGYE BT 3 R—3 ZADORIFELEMICHOW T YN IR S - APC EFRET 7 MU LER
TS D Z & T BRI RIS RS S EIRLOLERROFEBUCEMT 22 2B E LTVET,
MFFEERRE 1 HEHLEICISIT B All Possible cases FEF (APC EFE) DT

1) BEIA RTA LV FEESEBITHGEOREBERIE LTLEESAVEFFET HEFR (LU, All possible
cases EF¢ : APC EF) ZAERKL 9,
2) DZEMAWTMID-NET®MNHEE T 2EBEIADOT — X 2 L, 10 BIRRE 25 7 LT 00 A XK Ek72
EORBBGRIERT — 4 X—2 2N DEL T, FEICHEWRSBELEZEEIA (EOBEIA)
DE D INERBHEMERHE L ET,

3) HEEHL & ) L TR RO A RIE L2 B S AZRNR I TE 5 APCERZIELET,
4) FEFIEA 1007200 FIFRHESC L CRH O EIC X 5 FAAHIE & F20i L, 3) D APC EFRDZ Y& ML
e 8

ERE2: BREBEZEOLFELCLDT Y b LEBOIER - FHEFIEORHESL

5) WFJERREE 1 @ 4) THME L7HIER Rz W TSRS 2 3 O - FEIC L W REE L0 @RI
THIODORMEEH L, APCEREZBEELET (BIEMRT 7 I LER),

6) ABtd> 2V MIELFENITE R DT —F V5% LT, 6) TR LIZEIER Y 7 b U LDERDO XYM A
et L £9,




fEREH 2024 49 H 20 B %5 1 kK
(FR— L — AR & B

7Rl BRI ETOAPCIEROMET e

EEH AN FEELFCAPCESOER & F 2B (e at A1)

ERIEFHEMLEBEHE & EEMHEPPY)ORH

APCIEZMFIE

FRIECIZERIE &BEEMTEFPVIORH

mgm
APCE T2 BMEdm &5t
Eﬁﬂ%A

&

Bt 2T BT AW APCEEDEE
BRUEERLAPCESO S O

_Eﬁﬁ%e

NI NI EEEEEEEEE

X 1 AWFFEDFLH

(AG9 2 i)

KBRS (Fiim, PR, 2R R . BT, L7, R, RO,

JERRA, iR B
AP, MERAERHR, L7 b7 =2, DPC T —4#, BiDs AXREk,

(RIS 3Bt 2 BAa 4 2 TE H )
WFZEFFR] B LARE

5. BFRE~DSMEFEINLRNVES
ZDWFFHE~DEIMEFHFE IRV X, TrOMikEN HHE 72X,

S i

BB, ME~OZMzfEENTH, HR7ED %M@ﬁﬁ_ﬁﬂﬁ_@é;tmé<%@iﬁmo
ZOHEE, WESNHERZ SIFREES L, BUG LR 2 UL Z OBERR THY b

== /A

ZLEHY ERA, T, TTITHER R MR £ TRESNTWIEEITIE, Ba

WZENDHY F9,

RICFEFTE 7



TERKH : 2024429 H 20 H % 1 /K
(R — L— DA G RN
6. AABHROBFIZONT
WRIERI G D T VT DI @& Z OFFFEITHE T 2 BRI, e RE B4 o0 0 I OF
AT TR BNET, BHEHRE LR OF L RDT oI RD T 7 A WIFNAT — R &
REL, JWNKFBIRGREAT 4 BV e A T A= al b X —DAf 2 —Fy MR TRV
ANRFELET, 2OV arBREINTWLIHEIL, RASHOMBIZL > TAENEFRINTE
D, BE=FPLHBADLZ EIXTEERA,
Flo, ZOMEORREZREEZLLY | TNEZTITHFFFEORFELZ L2 556106, IFEdEEN
FETELHEMEMEHTL2Z2L1THY A,
Z DWFFEIT Ko THAS L 7L, TUN R R PR E PN IER e R G e o B - 2% - s BB o
BEDO T, BEREHRZITWVET,
TARNENLORDIE LT, AT HEAEFEREZFRLET, HROFREHLEIND HiX,
fE<IEE 0,

7. BECBROREFTZIZONT

ZORFEICB N TE BN ERE O AT OEFREIZFA & LTI OEDO DI L, BFgE
ETHIL, TUNKFREBRE SR AR o0 - 5% - 1B EBOELO T, 1 0FRIREL
Tote, MMEHOFZEEZHEL, BELET,

Flo. ZOWETHELATHIIERE OB RIL, FEREHHE - FEh S DB DOEFIFTEIZE > THRE
HERLOLRDAREENH Y £9, £ 2T, AIROMEB L THRE L, 7= - EiiSh
HEZLHIEICHHEHSETWEEE 0 E B TWET, TOHFEEIT I HAICIE., ) TE DR
B2 P ELZ B SITRB W TEA L, KRB INERITAITVWET,

8. ZOWMEDEMIZHOWNT
ZOMRICEET A X ERE AL, HREEERE CENDbILET,

9. FIFEMKIZTOWNT

UM KRFETIE, £V EWERAZ SRS 2 72 DRI R 2 HEE L T Ed, 20
DEBITANEB LIS, BESCHMEAN G OFIPRNTEN DN L b H Y £7, EFHIEORR
BODICEEE L OHEMEIINERA RO ER-TEY, ELRFLESREFEEZHEEL TV
£7

— 5T, EREEA DTG BE I AORIE EHRECEEFEOMENHEK (FIESMHEK) LTw
LDOTIHIRONINE VWD BENELCL2F B HY £9, £ L9 ZRBEICK L TIINRF T TN REF
WA~ 3 A NI RO TERHKGE R IT 5 EARFEICR DRI ~ R A v NEIE] %
EDTVET, AFFRIZZNLOBEHICE SN CEMSNET,

AW T 5 LB R B ITHREFEERE TH Y | FRZITICH - - TRERIZ2 RIS F IR REIZ 1T &
D EHA,

FRSFIIC OV T H o EFELLS BRIV TR0 20, FiRoBao~BllnabeEZawn,
PSR ~F P A N EES



fEREH 2024 49 H 20 B %5 1 kK
(FR— L — AR & B
(0 JUNKRFI5ERBE ARO (iR ER % — i :092—-—642—5082)

1 0. WFEICETIBEROLBRICHONT

ZOWFRIZSIL TL 28 27207 2 DIANFRORER. Z OBFFEDIAINE D MR SR DS 72 WHEIFH T
Z OMFFE O TR ECHFFE D HIEICRET 2 &R 2 BN ZERTEE T, BROMEBESAES
NDHIE, THEL E S,

Fio. ZOWRICET 2 ERCIFRRLE L. LTFTOR—L_—VTALET, FFRmAEICo
WTITRLEDORREFF > TARLET,

FUM KB AT AV e AT H A=V g d—hR—b—

[ o DAIFSE )

URL: https://www. mic. hosp. kyushu-u. ac. jp/

11. ®FEFICONT

ZOMFROFERLE LT, B EENECDATRENERN D 903, T ORI UM KK Ok R Feik
BEICEL, bRITBLEY AL, o, ZORTHESEZ 0 U TREIFIE DA C 2 RN H Y
FTH, ZHUTOWVTEHRTITHRITIH D £HE A,

12. HEZHPIETHHEITONT

WHFREAEE OHFIWNIZ X0 BFJEE IR L7220 E 7R MU SO FERFEAE LIEHEITIE, 2ot
FEPIETDEE/HY 9, ok, MFETIEE S ZOMRICET 2 BWEHLEFIZITHMEEZ S > T
® L ES,

1 3. WO EMRMEHIZ OV T
Z ORFFEILLL T OARHTHENE L £,
e I ha s Fr TWMNKRFIREAT 4 v e L T H A= arbor H—

WHIEE S JUNREZR B E A e R R0 B B e E

WHFEsy TUNKZIF/BE AT 4V e AT H A= arwrF—
AT - FRERE D

Bh# - fefE BT

Bh# - Sem

AT = v 1]

EE - MhH =R

SEAIRT - = H B

JUM KRR PR P ZERE RGO

AT S 575

LFEINFZERRBIE | BREIA 7 WFRERIEE O - K4 - RO RA) e
BB S R R AR AR 5 B (PMDA) BEIRIEHIE HE, BT B (WF | TR R D

6



fEREH 2024 49 H 20 B %5 1 kK
(FR— L~ 2— AN B

FERBFHE) - il (Y AP, #%%
ESLRFAENTIERT: B RREE s, 2% - TR DI
A PG fiEtr
ENLRAENERER KT BRI  ERIE R8I | HRoOME
F e fitr
B)NRFELAS R R ERIEHRE i - BF KA TR DI
ESLRFENEERY: EEE EREWE ez - alll fiEtr
BB TR DI
HIFRKPEZHEELH WOWRAEERNSRE A - BFF | BT
AEARENL MR - PR BT CREIALVES
—IRAEHE A RRAR R - B ST fiEtr

FR AT SR D

AP, H%%

14. HEEDICSWNT
ZOMFRICEE L T IEMSOMHRED 25 AL, PR E  COEK < 7E 30,

KR HYE UK AT AV A T A—arvorZ— B#
G E S =) g B

%S« (TEL) 092-642-5334 (PR 4354)
(FAX] 092-642-5889
A=V} VA 1 sato.naoichi.079@m.kyushu-u.ac.jp

(FNKFED PSR

FHFRZE ) B BEA

HAESE - (TEL) 087-891-2382 (jH.idH)
(FAX) 087-891-5689

A=V7} VA : medinfo-m@kagawa-u.ac.jp

G

AT IUN KB R B hAREER BRI B CRE - KR%. UTOMEREOE GUb - FRogm
COWTEEE AT HH) OFATDD L, EiT5bOTT,

FIRFEERE WL A



