2
[ I0Y
The Japan Research Institute, Limited

NVATTPTIINRESIYRT=T)N
52[m

 BRAHBABATRR
NVATPFSINBESDY K5 —T VBB

2022.10.25 10:00-12:30

‘ RO E DY



m
5§

N
@ E ZIS f"'ll"-‘ ﬁﬂ: 2 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.
‘The Japan Research Institute, Limited



1. &
2.585B

W
]
Sl
3

:'>
2
i

7SI IN

RSO

R

2O hedF

5min
20min
120min

5min

it
[ (70
The Japan Research Institute, Limited

Copyright (C) 2022 The Japan Researc

h Institute, Limited. All Rights Reserved.



B2 ==

EBEOT I EDEER. SATLDHDA . T—FHINF >R,
e IAYE -+ 10 AN

7I9)E

DISE:

IA\
@ ﬁ,?ﬁﬁlﬂﬁﬁ 4 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



NVATPTINRESTVYRT—T W& 8 AICII5 LIF

BRE XS Fhlg-BE i)

ZH B (BR) RNRAFZERE IR

aH 557 OhRA T E RIS R F BPEUR 1B N EIREREE/ TSNS —
Pk HABF RHBRFRABERTED 2% E ]

Bma FX BEIIEESHI AEERESEES 7N - — BRERAFr—HRESE 52 (HEL)

S|H A REPAF B EAAFR #0% B

ik BlIF ETVMRESHRE HEE

BN =& WY TBUANELLRAE KIRERT> Y- i E=Rih/ BERBUCR /TR =
=H &5 EEOEADENAVVUZy RS R, BRREAFIE T iR E=Rih/ BERECR/ AP E
= BE EERERAFRT Y- EREREETI-K E R

AT H—I\—
S e e

- BIFE IBIRRBITIE BB EIRERT DI EEHEE
- BBFEREE BB U-CRII-T NIATTEZER

il

H 7S # o . o _
MMKesm'l::fu‘mlmm 5 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



REBFZ10AEA. FHliIESZ12AKCELDD

2022
OROROR0 OO TS PO

)
m NERT FERR - R IR HEEARS (R BT -5/ EREERER)

nEESEHE R -ERE NERBRAEHERSS

RERR 7345)-2yR> 2022 ‘ l

~F S E B VNEAREEADHE ~ BT EEADXHEEARSD
EEDXHEEAREFES
BERE - EHEE B EASEIE EE DXSHIL T 2030E A5 EAHET — A
—7JA-10F2RIER. RIDEREDIZ DY
[FZAIANIVAYIE | —
BERR . e pe—
EBEDXSHIE T3> 2030 BARTTPTIANERESIIRT=T) (2022.8~)

S87F (10AtR) . #FilRE (12AtR)

u AT BARDTTE

[2EERERTIYNIA- LRI | [EF LT EROFELE ]
[E2RBRERENCRTE D X |\ B D X HEEASIERE |5

B 7S 7 . o _
n..;a,,...uem..ll::ﬁwm..ed 6 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



AH (5820) [XREAHRDIF FTEICD VTR

51 | 8A22H 520 | 10825H $3E | 128tE
NILATTD L CERREMRR(ICAITE . REOD
FH)IAED A FEE A EE
(1-RT—-X)

 ERERE REERED
NIATTDTZH) BBEINRES 733>
{bICRI9 2 RERE

=D —
CGREBRICEGTE FEE
FEE

IA\
@ mEl 7;'-‘;?!_&\ lﬁﬂ: 7 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved
e Japan Research Institute, Limites



B1EITO

(EFEBERROI-ZAT—ZCDU\T)

B 2EFRL. MRS RE - AT — A%

S2E =D,
FE A

(H1£)

FEINE

m ERBIROT 5L E RO R iR

B 2ENTHEERMEDOE VS AT ALESRAET INADERHRN GEE

B B RRENSZEEMNICLUL

=la)

5

DT —5F|

JDIRIBEE RN ERE

B EREEETOIATASRETE T I MO AFHEDE =N ERE

it
[ (70
‘The Japan Research Institute, Limited



RO ERRT — 45 D& - FliE R ORRE

- MRERCHIZT-ER
ﬂ \EiFlJﬁﬁb‘iﬁbb\it(iﬁﬂ B >

BiatkEDEBEBROILE

&

EEM-. S, . - "

o . > LR SEEA
ERER REBLOBERREE R
BEBHE CEEAR S5 2y RS =g —
Eriiel] Con BEWS 8 F_o@EhEE g
sy i BIELICSL
B CFWTURIADIE |
- ~ LI, P - FAXTIDED, A
[ oo | m BECFBULICED ﬁ a (00
o i F— S S O]
/T2y T ORI | A mkB  2Em ER
; [ ST 2vIER ] i
L ’ -3 /\
e | [ ROBIRENEEERELE ﬁ %
| ESRIRINEE SR DIz DTS : — b e
i : cereen  TMEEIEAEL
: [ A SREE Ve ] : — A EHEHVEI 2 NEEhtEEs ﬁ@:ﬁtﬁ&“

L 3= - 7\ |
s " si-ute. oo | R R0 |
JRBEAIRGE ) DEEHEZESE r.- M 2 aRtEs
@ ﬁ, 7;!5(?'” 9 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



{ERR - ERT— 5 DEHE - HBEOEIDHEANEATNS

v EEREIGEIHR v Z2EIRENSEDX
TvRIA—LDEIES
v SREEHIEDFHMIEET DR TE
v BFIITIEIROEESE
vV F=ANANZ=
v EEDXHEEARES
v’ PHRO#EESE N E
v A5 EFgHERR

v BERINTERBHR - REINTEHRICEITS
v XAF 2N =h—RORBREEF A hlE DOIRET - REL

NS DEDFHMISI EHREED TV B E

AT BADSEH T-INVARE., BEHEHERTSER

it
[ (70
‘The Japan Research Institute, Limited

10 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



L. iR ERT—5OFERICOVNTIIESSB3EDEH N BE
. BE-EET 53 EROEROELE FEY, RREHHE T ILHCEAINCBERER.
. DHETE. BT —INBRENTVICENIDST, +HCEBENTURL,

o IHART/I\AZAPEDHIRT IOV TIEFEVEIIZBLTLSH, EERZMRELT
BERR - BT —HDUNEE 4R E - FVEA(CREL T, MBI LEEL TH. BN TWVSIREE,

o HAMENTLIREAG. LU,
O EEDEICHBIIZTIIIMEO2EE - BIRHNR S AT ADERDIFELTLRL
@ EREIEBHERENZL EET —IDI AT ANZETHLEIL THD.
ERRRSMZ2IAFX TEELENERET - B I 30 OREIREENFELTULRL,
® F-ANEVS. BIR, FIERAICOOVWTOERESHESHI
HANRIL - *DEDSNTH5Y.
TR RMENIBHRIRES LUFEHOHFIEROITUNS,
X BBEDZEFCEAIZ—RFIRCEALTE. BNIBHRIREE. EEAFTFICEEITZ RFMACEUTE. B NBIREEEDEN. R
EBEELE MASIREREN DD, ULHL. BER-BE - EEREEOT —IFERO--X. EEDFO( INR-3> 0B, EFFR

T-AEEONEE. EREROREL. EERFIEOF A EHERRE. ERBIROFER - BV REOHNEE - BB M ZIEAT.
ERIBHREMRICOVTOFER - HBICBII BRI — LSRR,

N
4N
H 7S 8 o
@ ‘The Japan Research Institute, Limited 1 1

Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



EEE-EE&5ER

RENDOEDFVERY —EANT

i EAORE- EE-NEC

ECHEREREICITOTE, MU D SRTIEE BT
B2(CBEIBREUT—4T. BACHIE

RERULEWE

EREEEBR

BEOREDOT —H(CBR5T,
- 2RICEANDH5WET — 9% ERALT.

M9 31E#(PHR) D

® =mumc |
M s

5Nz BFVTA FYMAR-ZTABOMRERRTE
TSNS — AR DREISECESCEMTES
OREAREN B

—&

D i
\\!

SYIE - KERTE
’r H‘]ﬁELIEﬁ’&hE{’%

2 4

ESNE DT — I ZHILLER - DL,
T—AOFERICLNEROFERES AT AOFH I ZR(EL. BRICE T

FRTBVRFEE - BRI
DRl {eE

& i

EREEIMIOD
el ReTEHERICE R

® 2

it
him
The Japan Research Institute, Limited

g
12

Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



m
5§

N
@ E ZIS f"'ll"-‘ ﬁﬂ: 13 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.
‘The Japan Research Institute, Limited



mml 2R ERT—YDEESLUFIEROEEE ?
(FIHIE-NVAT7DXDEER)

o)
LY

1 EEOBME

il

2 EEORUITER

=

3 EE&ARDERE{L

N,
N
/= N,
Ryt ol et ™

4 EiEhE O] se TR

HERE - BT — Y DEELFIERADESE ()

H 7 18 o . - .
n..;a.,...uem..'l::ﬁwmm 14 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



R ERT—YDEHES LUV FIERA4ODER (F)

1 E=0)=1C N o 2 EY=E 5T IE S ) 3 EEEIROERE{L

LRI DHEEE - 1B EE1 b
—_— - B2 NVAN| =N

ERIEESLEEOLY IO 2

| | |
l

4 E= 7l = O Fu Bl e TETESR

EEY —EXD LR ZEIRIEL.
SR BETRES 2178

=1 A him V1 15 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.
e Japan Research Institute, Limite



[1] EROER EICRITT

BR

EBEERECRIT T —FEEDE E

SFSFRBEZES
(R BAHT) E3:0H
o o

w BEDZZ  IREEERELDHE w
—EBT —5%ZFIERIHE
(BT —HEEENRIZED
IEHE(IIRBF R TSRS

o ERT-I0ORNO—ET — S DEEICEF A EEINT.
« BRI AT LR EZIEEFX CEF R RERIDEAZEDH TS,

HINEE

EBENREEDaEZRIMELDD,
SFIEREIRD S RE R EBRE IR

EADIRFELE
F—HICEDE
&4 AlCELE
ERZEIR

. fEER - SABmERO -
5 : RS TERDSBS p4 w
Bisltehres—4 M\

EEEEE
EE-B&

o RKANOBHFFEPLIRENERD., EOLSEBNENNEVSEEARE - 51T L&
TERD, ZNZIBEIIHICCETFRIERN . EEROREISEDLHICEES
ncuwa,

o TAICBEDE, B4 [EUERERAERODE IRz BN B EHEEBITARETU.
82 ANEZ2LDLEBEZZITTD,

« TAOERY. BERIOB/NSRVB=ENRHEICLDT—IHEERIN, F
SERANMEA TS,

a2
] (70
The Japan Research Institute, Limited

16

Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



(83F) — AVEDICEUTEBHEERA

NS RETTVCLD. 4 B EEFLS DT,
BB R EET 9% GEa AI 7 TU% L)
EETHEIR ol 58 754v) 77 ZREEE T AESIE

(REERERZD)
*%T B BFINTE

Nﬁ_j/\j’f/ . %ﬁégf

o
2 )
cla GJR
e SRS H

,%%b‘%tb‘”""
AaRERkiRnTHE

OIS TR EZ

BB IS
LS‘E#E

FPIZRIv—, ML, TxF

AR FERIEETEOSVERIRMATIBERCET 3RS FdE TEOS VW ERIRFATIBRE(CEITTZMzR T — LA (202145A11H)

H 7S %8 ot . N .
n..;a,,...uem..'l::ﬁwmm 17 Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.



[2] EROEHTEFRICHRITT

BR HINEE

[EERUNEECZ DT F—AFBERICEDA IN—33%REIC

—— I ﬁ | HEREUI—
ﬁ & ST DIRIRIRE o o N
I e 151582 - B i —( Sy

BAIVY-A% hARAIEDO—ERUE
B RS NI TN & HEy= g i ]
é EEE | ,

: EEBEN
*+%ir§#|§k % - REEER B - TR 5B SARESIR

=R -FAZEE

AR BEZIRICUTARBRE DYV — NI HRENMDBEELVEN'Z L, B

« BPRBICBVWTE. BERBYIN-MIEBRCTEELICRD,
PREER - IBBR T, BEDBIRZINE I BHCZDEREAIND . EhHig, &

. HOBLIPTYRELT 5 BTN TE, “
RIS U B ORI R B L RN IR T, 17446 =07 TINERIEROSELCE, SOEAART
A SHAICEZOTHNBETHS. e °
e . ETEOTSEEE - ETIAA LTTERESICRD, HIRRIOF —EEH
* EM-RRAR ARG ESEMIE RS SROIRRADY ITAR T~ BUERETE TS 545000, BELEELSEERECTL5,
CFDNT DR L RO TR LROMLES RN, RREYIY— NEESCHENIITITVS
- EEERBAALSNTOBRSICEITOEREXIL - RARECLD, ERIEHE e SR D7 e °
37:;<<_tr:“b‘b“5'aﬁ-‘r§“5:ttx SINI—=1- MITNI~IHEC S, e N G GRS e e ACRIGE
@ E mu 18

Copyright (C) 2022 The Japan Research Institute, Limited. All Rights Reserved.




(23%) BEIRNBRIREFCSMUEDBEZILEOLT,

BOBWLEENIEH5

Real-world data (RWD) and real-world evidence

(RWE) are playing an increasing role in health care
Real-World decisions.

EVI d ence + FDA uses RWD and RWE to monitor postmarket safety and adverse events
(*E) and to make regulatory decisions.
+ The health care community is using these data to support coverage

2 0 2 2 E decisions and to develop guidelines and decision support tools for use in
clinical practice.

1 OH 1 9 E + Medical product developers are using RWD and RWE to support clinical
trial designs (e.g., large simple trials, pragmatic clinical trials) and

observational studies to generate innovative, new treatment approaches.

HiFf) FDA HPIReal-World Evidence] https://www.fda.gov/science-research/science-and-research-
special-topics/real-world-evidence (2022/10/19 £88)

Towards TEHDAS joint
action advances
the cross-border

European
Health
Data
Space

a in
Europe to improve
public health.

TEHDA
(BER)

What is our goal?
Our goal is that in the future European citizens, communities and companies
2 0 2 1 $ Zﬁ will benefit from secure and seamless access to health data regardless of
where it is stored.

What are we doing?

TEHDAS supports EU member states and the European Commission in
building a European health data space by developing principles for the cross-
border secondary use of health data. The data space will form the framework
for data use, underpinned by EU legislation. The secondary use of health data
means using health data for purposes other than the primary reason for which
they were originally collected.

HiFf) THEDASITHEDAS in brief] https://tehdas.eu/app/uploads/2022/03/tehdas-leaflet-2022.pdf
(2022/10/1&8)

[CEIRENH{LiHdr 2

NATIONAL
SECURITY
STRATEGY

EEIEIROERE (L, BCKTIE EBAOIFELTEBZS
nTHn., COZRREOEHR AN R THd.
KEDOLZEREEEDOHTEH, T-HEIEBRMEDF
(L2 TLVB,

CRE)

20224F
10A12H

HiP) THE WHITE HOUSE WASHINGTONINATIONAL SECURITY STRATEGY] (20224108)

MRMBFEEARESS (EFPIA) AY BRINEBARDH
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IN=2AV TN HZTHIZIDZRE.
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