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From the digitization of information on package inserts (user side) to the
next stage
- To this end, we need to -
Takao Orii ™, Mihoko Okada "
*1 Tokyo Healthcare university , *2 Institute of Health Data Infrastructure for All (IDIAL)

Abstract.

Looking at the information age of the last 20 years, these knowledge and analysis will begin to spread not only
domestically, but also globally as the "standard of care (medicine)”. In the last approximately 100 years, when modern
science has made rapid progress, medical care. Medicine has advanced as a new science, centered on clinical research,
at a tremendous pace. Not only values from doctors to patients, but also requests from patients and society become more
and more common. With the increase of information media, society also wants to know more about the value of medicine

in its character.

The digitization of package inserts are just one such example. It can be said that we have progressed to the next
stage since the construction of the system about 20 years ago. Now, we would like to keep thinking about "what is

the next step?

Keywords: standard of care (medicine), value of medicine, package insert

1.[XC®IZ

FRBEVEOWE (2019 4F 12 A)NTFEV, B E IR AL RS
LEFEHROFE (2021 4 8 A 1 A <2 FEROMFHIHD
0D NBRGASIL, N —a—RDFIRA 2022 F 12 A 1 B XY
BHEND, ZOBHLICEY, EREAEEBIZOWTT
TIVERET DL, Ml R 2K EZTHEHT
DIERE ANFTEFEDHELLIZENZ D, HFROEMEAT
AT D Z UL, AR DL ERO KBS, lfEIZ VT, &
DIZIELWMERZ D= EEHT0D,

2. ERAEERANXERROEFIL
(GRMIXENDEFIL)

REAEODEE 41 Bl R I s A EIE RS
MHOIEFE, B RETEW, 5 RETIEAHAEMEL TOR
J BRI EORE AR, BIOS %O BE - IS >
WCORH#EE BRET D,

WA SCEOE FRITR0FE AN B S, figish
VAT AFHIRE . B R R OB E AT T 0
FERLLTIIEREOLDLV AT LENZ -, L, A
DB AL, BRI T TR IO | R oS Mg #l S
NIENED rﬁ HITELNZ2, T D%, B35 ER I
At (PMDA) (XY = 38 L R AR B AL ) — e R
(PMDARAT 47 &) MRS, BT HELOEHIZET

LT FTNADPROND TN e o7, IR LEDEFRITEY,

EREHIETIZRL THED RIS SRR TE-, Ll #
DIERPFNEFA SN TOBNENDET4FEIT VR T,
R 2 E R B T oI AR (ON—R 7R

L) B TPHEEDOBENLIBN DN TV o720 2 5,

2019.4.1 2021.8.1
i Bt
: 1 1
1 1 1
i BBEE 5F
EFIL BBHE 25

|2EOWF MR | i
| SIE T #oiﬁﬁ
20218
E;anmmamk;

2023.7.31 2024.3.31
IRBEERT BBEERT
1 1

2017.6.8
HECHERAN

v
RATCE (IBEEHES

—>

1
ek =gl
BIE

Py —— .m.______________

Cmmmm——
€ ———
<

>

FATCE G RER)

B1. EHEERE XML L) EBFERT Sa—b
(BEM: RREN<—HHE>)

3. RAXENEFILIZHFTSAED
SR TE O L P T 1 3K~ D Ve S o [T 2
Bl U T M7 R DRI S AL LT, SBiC
DB IR I ORI 0D B VS A ST S R
I HE STV, SR BOEIT K 1 B e s
HEHES I, B0 R S DT 7L ADT0
O 2 L D R 5 L 4 B 00 7 S S L ) (7 %)
R DLt A CEOEFLIRE T, ER
B BT DR O e R G F TR ESND T L
LRI B 2 LRSI AT T LN AT ThH S,



IEFETE O IE IV E R = 2R 5 o & 7{LIZGTIN
(Global Trade Item Number) 73 & 3£ 5 D el a1 4E721F T7e< |
HTE CIXEEE BN, A BEALICGTINA A WSS K172
572, GTIN [XGSUEHED fE Lk AI=— R Th b, fHEEHAL
\ZIXGTIN DfIZYIa—REEIFTENTWA,
ZITROIRZ LI, EHE L —RELUTGTIN, YI2—RAH
WHIT2ZEIT &Y | EFEGE % OFEANTET T2RL iz
FAN —PEVT bR TEDIRE| L7 o722 Th D, &
EIIIMIZHOTZ—R 3B, ZNHDa—R &35
Lzl ERNICBITSERLa—REVIEODEBNESIC
HEHboLBbns, TIE, ZOIHRBEHIIE IR 1THD
DRV REICE T 5, BAE, B OMRES ofF 4
DEIEIIITHONTNBEOD  FREE L THA LT (4|
DOVEBEMHITUEN TWDEDOD EREITRWVONFEE TH D,
ZOT=OITIL, A, TREZEOMELAELS, Z0k57%
RIBEIC OV T OB LRI EIT VI ETHAR, EI S,
DOA—REFIRUIZA, MIZH ZOBIEEZRL TWDHENZ
%, GTINZASFIF&4, GTINZ & #L9-5GS Japan Mt d = —
RHE I TEDRMBITRNENZ D, ZOXH 7, B4 7
IREZ AR L COST2D DIRBIN L E THHZLITHE TH N
EZDHEZATHD, ZOXH7 AR DI 2RI,
REESF DT BRI EL THY AN THIZ,

BEEER EICERHERAF AL E fir Ak
AFEHEEE RIBR- . BIEEBAFANES . B R
ZRF AR FHIERNSE A SAURERS
ENR =T 6E TR h—HEY T RS

A e (™ Digital
Digitization > Digitalization > Transformation

ITEET. ESRRTOER |
EFTUANEK. £BHE
e -aRMEIEEBIET

[TRFcsY. AADEE
EHLHAETLYRLA
BISEEEE S

ITEAT. ESRRAETIL
EEBL. H-UEEME
PREEFBEEALT

X2 EEAEELMIXED
FOBRINSURITA—Aay
GEEE: RRER<—BWRE>)

4. ROEEREIZHEEDIE

= 9% = SR IR A SCE O BB i TEALE LV EN
HTETIH W, IR FINE A3 2R IT Lo T
HHODEILIIRDDHREIIE L FHAEIN TN, I
XTI ELOT 7 EAEBE RGO TNDEDD , RO B
ML CTid, ORI EIDENDZ LT D, B
O SCEFERNSELNERA M TED XS fl
SN TEDINTHEITTZo T2 EVHZETH D, FIT T
723, T OB S TOEDR 0BT U,
AsfeD BEERTHILNTERNILIZRD, DT, &
LN E I SN TODDE DD IE LT+ 2%
VB ThHD, V7 VT —/LR T —4%(Real World Data: RWD),U
7T — LR =5 A (Real World Evidence : RWD)D £l H
BRI THDH T, WDIAF —varahiT — 2% 7]
EHT 2500, ZOXHRFBEIZHOWTEH, Ao Tt
TWTHIELEE 25, MELTTOT —ZDEHEME IOV TIE
L Z DN ME TH D, ZOLH7R2RIEIC W T, W
T AULEODEFICERL QORI uEe bz,

5. HHYIZ

F = TEAALSNTEDD NI ZE TR, THEERD
EERELL T A%V ET 0% A b TEX TV
FIUE72 b7, ZEOTDIE MR MET | iz T/t
IR B0 D | 2 E<GERT D2, ZORE RN ERE
(AN MEMOFEYE | LU CRBEO R CIRBVMAD | EFRE
HEANCHFINDZENKRYITH D, THANERTARTA
Y RFR) IENTEIUR, ZNOERBOR I BLE NS L)
2725, ST, AR TIIES OB LB E Z e 5
T —BIRNT OB, ZRFIA O REISERIETHEWRT
RWD. RWEIZ DWW T filiins,

EHOILNDESITEBITMNEL TD, BELBEEDF
R ZLOEHR (EIRLICETD)ICT 7 EAL TS, Ld
EDOFEABZ T\, (AL, ZREDEHRAELDE NI
BIOREENZ D, ZO I BEEIZR L THE 2Tl
WO SYATAN

BEALNDIEREMLIRDDZOFEITHL, 45, 5
TR (R4S EE) TR SCEOE T O AR2LT 4
VIAVIRIRIRE RV Ty —~ s — HUGE RS BifE, 3K
FIEHEL TE X TODRIT TR DRV AT DUV TIAY
AN DBFETHE , 4B OMETT R&EF MM OV TORM
ELTZW,

SE WA

1) HrIEFED. W EERTIRMN SGEOE b - PR R R
TE (EREARMET DMND) - S ROT L 41 E RS
SEHA KL 41st JCMI(Nov.2021) 2 545 2021 ;372-384.



