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1.1 PELHEFEOCBH

%%%4/&—>ayﬂﬁ7m73A<5P)%2$1Qm%?ﬁm2$>uawé
[R=— h/NA FEEZ - BEEBREMN B8 T [BE] £V, ) TlE. Z0EH
D—aEBE LT, Wﬁzﬂr?@/\% FEIER O [N F7— @& - FERICEBST 204 K7
A vl e (UT ImEFEn) WS, | ICEDE, BEATEAEIN-ZE
LREIBNAFTT—20OEE - AEROREEANY ., $7-ZOREBEOFTHELNIZHEP
B, WEICEITTEEEERRE L TEY F DT, ZORBRRIE. [NMFT—%E
® - AERICETEAARN Ty (LT [HA KTy 7] é:L\vo ) | LTSN
HIZE-2TWD,

fthrs, BETIE. BR7—FFz—rZ2ERT 2EBEVEREDT —2&EE - FI/EA
DEBEBDERY AT LORFE - HEERICORYBATE 2, ZDRDNNAFT —
REEE - FERICRIBEORROERZRS Z Lk, BEICBVLTHR - t2EEL
oA # 7 — 28 - FERAEROEROILACH -2 MEAIHZET 2 & A EFS
N, BEORREDMERAILICDOENZEHDTH 5,

NAFT—RICEET D2DHFICENTIE, INFTICEROT — 2 X—IEELEOEE
NI, EBRICEKERZEATLEIEDHZ L, —ATHEABLERLZHE., TN b
T—ARXR—ZDBLEEFHEPEDONAFTEEOERICH L TLT LETDERFRERT.
EZRH D W IIHIFEEICE ITE2FREMEFTICE>TWS EIFEVWE VKR TH S, £
T, BEARAFIREEKEARY DB AEFEE LT T—EAR—IXMEOBE"IC L BFERD
REXIREL-WV, B, BL4DONAFT—2EZBYIEETIEBOBEICLY, £
COBREEMUEINAFT T —ROBELEEXHRLLODETEZIHEDTH S,

REETIE, N FT—2EE - AERICRIBEOHRENAF T — X DEHE - F)
EFRDORIEMOH 5EZNRICIESCERIEDLIEZ2HMNE L, FITBAIE W TERA
BEAAA AT L TWABEER - ERBEOSEFZTZICBN LG s, 20Ty X%
HMEHT 2 EICKYVERNICEITRRBEWANA AT —2EH - FERICET 2R EZ1EM
5, BENAFII2a=T 4 2mHET S, BREREICEI»NTE, HAFT v o



ERICKRABREE L TDICSELIN, N AT —L20&EE - MJERIC L 2 MERIH
THOEIRITNIE=WTH 2,
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1.2 RERSENEE

NAFT—=RFAEROI-OD, T—REBOHY FIFWSE L TRKEL2DICHTH
N3, 12BDAEIF. BEFTERER->TWE, EHOT —XEETHOT —X %
BRX, AL, FRICBVWTE Y /T —AR—ZBET I HE (UTF. [EGE] &
W, ) TH?2, ZOFELTIFLET MNER - BEBZEBHRT — X X—2X
(NDB) . NERBEHEET — 2=, BRT—Z~X—X (KDB) R ENZEITHN D,
NAFT =2 OFERIFRONAFEBEEEDFEENHDORRICAE S EDOFHO T,
RTELERNAFT —ZOEHVAZDENENEATEY, EAPEELLTH, N FT
— XA EROBMEZED TV ZENEBELRRETHH I LITWVWDIETHERL, —F
T, BEAEEEBRLIFKIC, BHPEIZEGE T — X OB VIARFERIC T BREMEZRED
TENTETCVDEFVWIRWRRTHE &, ERRT— 2D, B8, BE. %
LTHERICBVWTREZALGERBLIOIR, BHREF 1V T4 BoPIIT T4 —
REORENAEVI LA D, SHRORRICHISLAAEE [E£ART— 5] OEER
S UEVAR KT L TOK Z LT 2RABEHIN TS,

LR TE688T—2] FERICBIT2BEIERNICE 7D TIER VL, EHEMER
FNRELDIHENAEDRFOWRRE LY DDOH B, Blb, EGEE Y /T —XIEBEAM
MOITEFEFXY THD, TNICHL, ERICEARICEVLTIE, £ITLTEREICES
BWEBOEBRENMEDONTWE, INNT—XEBOBZ D2 ODBETHS. [EEHE
(Federation) | &FE(EN 2 DEE T — R&EHE - FERO7-H OHEATH 5, ANAER
EEFEIZBICBVTIYTLT =L FT—% AT, RWD &W5, ) OFAT—XE
7 )L (Common Data Model)& Z DESR DT — X & - FI/ERZEH 2 -HDEER
FEELTHMT 5, £/, AATREEFLEICELTUL, EBORKABE LT Y
THIRICH B EREEF & T ORRA S NICEERMICEL CHERT 5, ERoESE
T—EROBRBEERFE XA, HAPENINAFT—ZAERD [BHH] 2 BRHET =01
X, EEET X EECEBRBRSNEEBES 2 2 EAEENICAARTHY . ARESE
ICBWTIE, 2fzBL T ERE] ZKRELEEENF—T7—FE L THEHRT S
&9 5,
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BAL LTER [EERE] & [EEE| oS sEaFBICEIT27L—LT7—0%
FFWTERICHRAT 2™, [E682] IfkroBuonhTWwaaETHhY ., 77—
RARETEMA LT —REHFRICEIEL, T—XRHANBROF v 7, REHE—HED
7v>9>7¢%%EUTBv7?~&&~z%W& ZDOT—REMEE L THERTF
BxET )V rd5ATHD, —H. [E&E AWJ T—REETENZENICE W
T, TNETNOT—REMEE L THERT ﬁo#%%w%¢%fﬁm¢5 =5
I2. ZOMEFERRE T — X FHETIC 4—%Av7¢5ﬁ47w%ﬁULT & T
BEASOTWCARTHD, COAXNTIET—XZDHLDORERX, T 520ENR
W8, RFRICEITE2T—XOMIFEEIR N (VY —X) OFENMHAIETH Y.
ACT—RRETICE T EIMEBBBRC T 74N —BROREICHBEL TWS, ZDE
EFEOEARANAFTERICBITA2EFE LT, AIEICBIT2BEZENT 5, AMED =
ETHDHEFEEICK 2 RKEREIZE AIFRE (DAINA) &, EFE#EZE L T A iz
ERL-AETEEAROBEZBNELTEY. COBBEICE T2y 7n 77140
FAANSESGZENMAVLONTWD, BIECEYBERIIEEFRFNICERET 2WEMR
DEVWHDTH Y, BENMIFTLET I EATERAVWT—XIIOVWTIH, ZNEFNoh
ENTAIZBEERTL, AIETIUNRTA—R—DIHEZHY 5 & T, BRI
FALTAIETIVEBET S ENABEAEEADBEIN TS
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1. EE5FE — Federated Learning

BEFEOBZIEINAFT T =208 - FAERICHSERETH DX 2], Ldkos
B, ERICRWD OFERICE T2 ESR T — 2 @ITIZEBNFICEWTEITL TED
STHY, SBEPELHREEMNAZSB LA SEEBRNICEEICIRYEDREET LT
H5,



EA T - Federated Analysis
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2. EAEENT — Federated Analysis

FHRAERBEBREICRAL W 2 T 2D N FT—xn&EE - FERBERE
BT, AREEICLY EEE] ol o NICEKENGBE, ERAEZER
BE, ERICBT2NMFT—2EE - FIERZHER LA TENEEVTH D,

[Z]

*EEFEEEIC £ B RIMARRIZE ALFF (DAIIA)
https://www.amed.go.jp/program/list/11/02/001_02-04.htmi
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2. 2R - ERMEBICE TS T — 2 EE - FIERADTEES
21 f2RE - EEMEEICE BT —2&E - FIEROEE

KBTI, BETOEHLAS NS AEET25RE LT, BF - BEELICH T
ZNAF T —REHE - FEFRDOZOOERICOWTEEYT S, BEAEMNICIE. T— %58
DEHRER DTV RILE TV R T x—X—2 a3y (T, DX WS, ) OEfE 2
B EEEEBICBII2T—XFRO7L—LT =0, TNoA2BEFEI-ERNDOIRIRE B
BICDOWTEEYT 3,

2.1.1 DX OBIZ & KEICH T REFHNTERBERDL L DFEY

£9. IO T RUBREEHICEAT 2ENREMNICEML 72 DX ICDOWTHERT 5, 2
RINAHTHSHH, DXIFEFE, 7—%. 7ACXEFELRENEIC [EF] shsZ
EEIETHDOTIHRWL, TYVRLFEMZRHRE L (T VR - 2 AT 4 7 T)INET
M EOMERLE SIRENTE D &L 51T, JEE), A, BERAR % BEER - BiErICER
BT BN DXDODERETHBD[H 1],
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Digitization Digitalization
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s R IERERE 2 FIICENIL, DL TIBIRDEF L 1L Digitization (IBHDEF1L)
BFlbEINTmALTEBEREA VX —F v MIXBmExEBW-RmR, Z2EMEOIEHRE
13 Digitalization (At XDETFAL) . #IHICH S 2T - 2EFT - N EmEKRED X
A L) —RIEREE, BE - FREDAY— 75 ~DBEBNLSRIERREE (-
FUAANILZL =) | BROFHABITICLI2EREEROREL A EEZENE L (7
DRIV AT ATR) VAT LOBEEER. £-2 00 0BURETIER. SIE
BE AV 7@ ETHEL T ZEA DX TH 5,

BFLIEIHETDXDFHREFHETLA R, DXDBRER (BFltEShizT—%% L
WAIZLTERALTWL D) 2FbANOBFIEZED TW I ENHFETHD, 2
TIEKEICBITE2EFONT VAT LOREEFEDBEME LIW\(), KEICHITSHE
FHLTEREIZ, HBREMAET85% MU E. 200 KU EDOREICH L TIXIFIF 100% &
ENd, FM2EFEOENICHE T 2 EREKIET—MHET T 57.2% (400 FRUL LI 91.2%)
ERESINTUVE(), TOLHIC, BETITKEDOANEFHILTOERENT VIR
MTIEH BN, 2000 ERFIFE TIHKEITBEFALT VAT LOERIZE W TIZRUN
CHBTDERECENEE > TV, TOFNEEZ DML >7-DH, 2009 &
IZHTE X 4172 HITECH % (The Health Information Technology for Economic and
Clinical Health Act) T&% %, KEBUTFIZ. HITECHED FICEFHILT R TLOEA
Bes LTI0EFLVAREOFEZE T L, ERTENDICERLLTE/, IS
THNIL BT OHEBREKRE WD ZEIZRED, N FT—20EE - FER (T4
HHDX) DEETHETANEE, EFINET—XOEREEICET 2EREZED
T TCEDTCELRATHE, KEBFEEFHLTERDA VT4 7ELORFILT
1 BHE LT, [BEEHDER (Meaningful Use)] EEAFZTEL. EFAL TE7-,

2018 FLUpEIZE % 5 EMR OEA/FF{EED /-, Medicare o> DA > T4 7H
FURF LT ABEHRL, BIZIEEFALT VAT LA S DIERIZEEEZTT-> 2BA.
2017 FLUEDRER Z TR 4~9%IEFET 5 — 5 T, BRIEEZTHOERHN > 7HFEICIE
2017 FLUIEDRIERI AR K 4~9%888 9 5 RE (MACRA j%: The Medicare Access and
CHIP Reauthorization Act) ZEA L TW5, ZDO LI, T—X0&EE - F/FRZRE
27129 A THBHBREREDNBRENTWDE I LIEBEWISEITNETHY ., FA4ERBN
THENEODBR T —XEEXy b7 =7 b F -, FHOHO%2RIEZA/-5 XA TKAE
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HEEREN R INTWAZEEZRHAICES/T-V, 52, KEDEAICEWLWTIH, E
EBRICET 2RI 2ERAAOI Y Y - T LATED TCEZab, T—XFRHICEWT
EHEO S WA ZEBET IEAN OEEZLRA V FEE R D,

[ZR]

EAEICHE T AERBROEECHRAE !
https://www.mhlw.go.jp/content/10808000/000685914.pdf
HEBFHILT Y RT LEOERIKADHER !
https://www.mhlw.go.jp/content/10800000/000938782.pdf
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2.1.2 @R - EREEICEITZT—2EA7L—LT7—7

=|0VIA

N T, BFE - EEESICE 2T —XERE 7L —LT7 -7 L L TEEBT S, 7L
— LT =0 3T -2 OEEEERAEICLE2x2 DT M)y I RELTREIND[H

2],

o T—XOBM:
o ERAEL:

NAFT—2 LAERAOER B

FERANR

T2 oWERED [EA] ZBRELLLDTH S\,

fEA

i

[MBA] OoF—x¢& [EF] OF—X&
[MEA] of-vnFRE [EF] Oz D;ER

NS
=X
5 — %
@@ 1}\ Harmonization f%g)\ %
MAAl TF—%% [fAAN] D=8 [£H] oT7—%% [fAAN] OF=®HIC
- BEOEERTH - ERMLER
- ER - NEEREE o BRARSEBRTIESRT L

- BERE. REEZ 4L

s REBFRETL AE

(A% L)

[&E] n7—42% [§E] Or®HIC
o HTERAFE

o UFPLT—ILKRIEFVR

o EERFUETMM AL

B2 NAFT—REFFRAOEE B

LMEEIHRE L TKRBITREBRTH S,

(] Z2BELAHDTH

[MAAN] BMNOEEEBESREY [AAN] O-HIEATI0IIBEOEETAZOLDT

LHlY) ., BL4DEREPCREDI-DICITONEZ Y —EXD

BT D, BIZIE, Hols

EEEHREEIL [AA]l OT—K2%Z5hXA - hEIEE - FEAT AL ICE->TE
BEOBESZHEEHICER) Y —RERBILTZ2EHETH Y. A BBECRERRE
HEREICLDARBIEELREDOY —EXEH ZOEBICKET S, CNoDfEEIcENT
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. ZHZHENBHROEFRZHRE T H2HEEE A E7-0, Y—EXZRAIET—KD
FARE (avtErybexIXxXv ) A Y—EXBRHANZT -2 OB L HEMNAE
B (Zy>afi—K, 7—233x A MR EICLED Y —ERIBHEHEZF EBUYLREAEAR
DRE) N—BNLRELE LR D, ZOBBOBASEMIL. 0B [2.2B8MAIEF
57T — ZEE - FLEROEERY] OFICT, KEB LUVEEOLENLEMZERY
TR T D,

(M| o7 —4%, BlbbEy s 7—2% [EH] OHITERL TWLWBRREKRGH. 3
HOHABERDOREFE L ) T T — L FICE T 2R RIE. BAXNHRGZED ) TILT
—ILRFITEFYR (LUF. RWEE WS, ) OEBETHH[X3], RWD BHEIEZT—%T
HY, RWE E4d 2 LICE > THEMBERICHE ) RBMEENDS, LA LGN L, RWE
BIHFEF COIRITAL TFETIEAL, G LABITORILEIC 8 B LD TH & KEM
%\%&7‘&6 ZEDL W, ZDORITE%E T — XD Harmonization &N, ZDTIRICH
WTlE, 7= L>ryry (BRENBORER. LHEER L OESE. ANEOKRE
@t)\%ﬁ7#—7vF«®7vt/7\%h%@ﬁ&&ﬁ—ﬁEﬁéiﬂéoﬁﬁ
7 RWE BJH D=8 (213, BRIZIG L7 RWD AH B Z & IFEIHRE LT, ALY BH
@ Harmonization (CH' D2 H AN ZERTE AP KEAREZTH 5[ XX], RWE O=F
P, oD (23 E2XRMERIHEREES] 2o IS [2.4 PHHIER] HEW
ML OEICTERNICERT 5,

12



=IQVIA  —

DPZILT]—= I R4F=R"EYTFPIL)—= LT ET VR

RWD Harmonization Analysis
RABRFERICLY BENIC F=RILYI VT F—RIAZT RWD D #Efrh nig o
EIN S, wvEry BEED FHARIT, %/\ﬁ_’_’%@ ES - ERELSRE D
BHORERES & VER R L. TR o FEEMVERWDD S smaies 4 0t
AHICBT27—4" DIZE T DR BRLEEREENRT 2 RET 4y k- |jl7\76:
RWD are data relating to patient ° _ R
hea\tharsetatausaayr?ditipfhs5:\ilveer;y 7Rt BY2 g”D“EEI BT R
of health care that are routinely RWE is the clinical evidence about the
collected from a variety of usage and potential benefits or risks of a
sources. medical product derived from analysis of
RWD.*

* Submitting Documents Using Real -World Data and Real -World Evidence to FDA for Drugs and Biologics Guidance for Industry

M3 UF7ZILT—ILKRF—&"YT7ILT—ILRTETF R

ZL T &[] o7 —%% Ml 0O IERT 2&-2BahEIEETH 5,
AR, BERABREZBELCINAAT—H—ICEDCERE - HEOREIRE LS BROERL
EELERDH DN, ZZTIELY ME] ICEML L7ER E LT METBITET LT IL
JVXLOERAZEY HIF-V, BEZHRER., L7 bT—% ®&EBELEDRWD
ERAWCERCERFZIIERTAICB T2 TGO PICRER DY V12— arhZ
DEFE TIRER ICHAEDNEATE Y., FiC Euuru/uxlj%ESETﬁVXTA (Clinical
Decision Support System: CDSS) [£#EAEICH LN T2 EERIRGDA XL —> 3 v
%§$L00%50EWuﬁmT%ﬁ%@&%ﬁ@bﬁiﬁﬁh%tﬁ%tﬁmT\
RWD ZRN—X&LBREREY X7 FRETILZRAWITBHEZEROEER S, £
Ml O RWD #EIC L7773 ) X L%z il ~0@EIGd 2BENtaEEZI NS EH)
NEZDODOH 5,
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2.2 BHMCBIT DT —2EE - FIERADOKEESH

gIECHMn: [MEA] BANOEEEREZEAOERY —EX0EDMR L% BNICTER
LTV —XICEL T, BADEEN ZREN LI,

—DBEOHEMIKE =2 —F— I MNREBRARR Y- RVEET—2D7 7 v b
74— L% L - EA L TWL 5 Healthix DI TH %, Healthix (32KDBEKDOFT
HE L KL - EAR I LT 5 Regional Health Information Organization (RHIO) ® A
THEHTT —EREHAKREL, Y—ERFBHEICE > TOMEREDOES I THERINL T
WBEFlE LTHONE, RADRKHIIBEEOEREER Y b7 —2 & L TO#ENT
EL, BRITD2RT— IV HRLE—DNEBERENREVWIETIZEETRD, BABFHEICE
5L T—ROMEENTOERBEATLS,

“OBOEHITIE, REOLANEEREY —E X NHS(National Health Service) A'R
BIaMigEERy b7 —v &L TR Y Frmadhoe LIz CERINTWLWS
Coordinate my Care (CMC) 12D WTHIENT 5, CMC &, BaMX F 7z I3 KRB0
TOAIL, BEEADFFICELET 2RNRLERL. ARZB-EEREEIEETE
5EVDY—EXRTHD, BEROKERERE L THODYDTENEEDT 777 0%
FEXELTVWAELNAELL, BRELTEBEFRLEERORHBA T TIIHR L, EERME
FERIORBERE WD EBENENICHEFEELEA TV 5,

14
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2.2.1 Healthix, = 2 —3 — 27 M{RREDHE V) #H A5

B -

Healthix (2. KEARRAKDNREEBRIIEMEE] Health Information Exchange (HIE)
ThHY, Za—3—70H. BVITA TV FEEGZ 12— 3 — 7 INEHRMEE TFRICY
—ERZRBELTVBRIEFEAT, Z2—3—FMNRERIP IRV Y —LEh-oTW
%, Healthix TIE5 2D RHIO At S NTEXRBEEEERY N T7—0TH Y.

2024 F 2 ARFA. 8,000 L EDEEMEEZD S 2,000 AU LEDEHICETEZT—4%
RELTWVWS(*),

Healthix 4. BFEEAICH L TLYBULAERY —EXZRHI 2 2L2E—DEDN
ELTWE, BEEEENEE L DREBEOZZE, AR, REFR., 7LILFX—15
A &% Healthix ISR L. BFBBRIPOEDDT Ty b7+ — LA THERTED LD
725 2 T RERKOBRGZHE LY RVWEERY —EXDREICIRIZTON ST
HETRH>TWD,

KETIEZ2—3 =27 MNOBFILUAICH, BINPHIFEERL T Regional Health
Information Organization (RHIO) DI&RETAEAEHEITIN TS, BRICIE. EHOD
EEEHRVRATLMNEANT DI EOBEL LT, VAT LZBEVLWTOEEDERIFRD
HECHRMPEEZEINSIE T, BULAEET—EXRORBEZREEEL L TWERVWESED
hHb,

fRAE:

BEBRIAANORBELEL L, EREREEEHEREBETEREICHLAES
ERTH2AHELRBTEIL2HRBFIToNnTWS, EEKBEACIIEEOEAT —X
AEET2AICHEEORABAEILENH D,

Healthix (CH1%8 L T W 2 &R (R, N &R, FEER. BT 7)) MoE
B —ERE2RUIE R, ®KEE, REERCEER 28 0EADERIFRIE
BEWICEHRINDS, EEEEA DL I ABBEDBFERICT 7 ERTE3EICLY, A
BREAT2ICBELLETLYBEYRERY —E XN RETE S,
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Patient Notice (B&@B#0) - MEXAITIL, Healthix (CIHEL TWLW2E%EHICBA
TEHIEARBMIToNTWD, F-BF BT, RESINEADERIFHRS Healthix
IZ7 v 7A—FEINEZEBERANCBHNIND, EEHDNDIFRIEOESRICOVWTHA
ENEEAIN D,

EEERESOMBEEICOWTIE, 72794 b ED  participant list D=2 T
NEAIN, ETOHEEDE. V27V A MERALICBENT /LA TES LD IR
S2TW3, URMIIHER. REEEY -—EXACEEREEBOALRST, R, BT
7. WIETIEEEORE I RETEENTWS, EEEEOBEIE L T — X IBHEHED 2
DDEENORBENAEET, MEFEREDOY X P TRBBERIEELTVWEIEET—XD
BRENERTZE %,

~ Filter
Filter by Facility Type selectall  Filter by Data Participation
@ Health Systems and Hospitals @ [ Community Based Organizations &d) (] Emergency Medical Services O implemented/Operationa

) O ambulatory ) 0 Nvs Medicaid Health Homes ® (O Pharmacy ] [ Mot Contributing

[ Federally Qualified Health Centers (O] N¥C and NYS Public Health Organizations @ [0 other Non-Clinical

@ [ Long Term Care/Skilled Nursing Facility @ (] Home Care ® () ACOs/IPAS

W ] 8=havicrzl Health Organizations @ [ Labaratory/Radiology

View Health Plans

Print | Download Complete List (PDF) ® Implemented = Mot Contributing Data

1. Healthix SNt RiE R

16



Health Systems and &

& 8 -
. kY ] &
Hospitals E & - s 9 e . $ 5 R & § o4
& & & %3 &5 & & 4t 53 & g

- & & & & & § & 3 £ g & o o K & @ &
Facility Parent & & & & & & § E & & 3 3 & & £
-] kdale H. ital - FS
Broskdale Hospita vy @ @€ ® ®© ® O e e o o e e o e o o
Calvary Homecare Hospice
FS000007805 cALVARY ® ® ® * * ®
Calvary Hospital - Bronx
FS000001175 ERE [ ] [ ] ® x x x B ®
Calvary Hospital - Brooklyn
FS000010223 cALARy ® ® ® x x ®
David H. Kach Center For Cancer
Care at MSK MsK [ [ @ [ ] [ J @ [ J [ J o @ [ J @ ] @ o [
FS000010355
Fusgtopiul Pironsive 105 @ @ @ @ @ @ e o o o o o ° o
GLEN COVE HOSPITAL at 101 St
Andrews Lane NoRTHWELL @) [ ] ® ® [ ] ® ® ® ® ® ® [ ] ® ® @ ® [ ]
FS000000490
Good Samaritan Hospital
Good Samerican Hospica ousu ®© © © o o o o o o o © o o o o o o
Good Shepherd Hospi
oo Shepherd Hospice onsu @ © 0 © o o © © o o o o o o o o o
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EICARICKETES LS ICh o7,

HRRH)/N— b F—> v TEB My Health Record NY :
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F—ECHEENICIRESER TWSE I ENRITEND, 2023 F 12 BICHAL Y AT A
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*https://healthix.org/what-we-do/healthix-services/
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2.2.2 Coordinate My Care (CMC)
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)

o T TTSy CBEEOEZELY)

o RIEVHAL OBMRMEABER (REDERR L)
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https://createsend.com/t/j-FAA339C99577404E2540EF23F30FEDED
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EAFEE, HIBERERSEEXY P77 DBKRICONT
https://www.mhlw.go.jp/content/10800000/000683765.pdf

PFHEMBHT —F I R=1—=ICT zFA L -2EMEEEER EExry 7 —70
Bin (2022 £E/R)
https://www.jmari.med.or.jp/wp-content/uploads/2023/09/WP475.pdf
rEASEE, £ 10 [EEDXSMEY 3> 2030 EEHEBEHEF—LERIZD
WT

https://www.mhlw.go.jp/stf/newpage_28128.htm|
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EELORTHAEE G - WROBMEFEILARR) 6 v AR, ZEICBVTHEE
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DR 7EBE [ TRERFTEENERT 20T, [EEH, EEIPNGR, EHBED
EEERFOUSERFTHRLLEEOREEICET 240 (Fk 16 FEEHEESE 135
=) JICTEDoNERHAETH S, FTIEEZOAREEDERICBVLWTHREZAEN
WETHD YT INTHGE, B4 DEEROEROFHE LTINS, MRBEERH
EiE, FRARERZE, WERGTEERABRED LS IS, EAOEZFEITL. FTHRD S
NT-FBEICOWCERT 2AECTIIAL, BEFERBHRONE - RHEFOEFEHO—RE
LTITHhNBZAEDZD, WCOADRERZIBZTW=, AIZIE. IXTOEERANA
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ELTH, BEEERY RV 2EETE21-0020FE LSO - EHRINEILEHEEA
KEWEWHBEEDITZ TW T,

ZZTHARDEF/TH % PMDA (EEREEER[LEHERE) MNho ey MID-NET
EVWOERBIRT —ZRXR—XAEBEL 7, MID-NET(**)|E. ERD WL DHh DEREE
BENMRET H2ETFHILT (F—KVU vy BEEREZEL) . L7 (RBEZ2ED
EKAME) XU DPC (ARBEROSIEFMEHE) ORET — X OFMAHNAIRELERE
WT —ZRXR—RT, T—XDOEEUHRT 27-HI2. GPSP ICHEHNT 5 &L HBEEES X
NTW3, 2024 F 3 BIRED MID-NET OFERRIRE () 12, B 7 CERE
SRICEBZHDON 15 H. PMDAICL2H DN 23, ZDMKRFREDTHT ITIC
LB5HDP2HDOEEA0HICEEF > TS, BERTRAICLZ2FER IHENS B
14 FIFELERGERATR L L CEREINTE Y BINLRA EF-RAREFEEE
DOFERANRBE L > T 5,

e

*KE Sentinel T — 2 RXN—XFRABRENEKABTOEROREEICET 2H
Gagne J. J. et al., Clin. Pharmacol. Ther., 100, 558-564(2016).

PFREICBITAMRERENAZIC7G 5 724
https://www.jpma.or.jp/information/evaluation/results/allotment/lofurc0000005In4-
att/fdas_rwep.pdf#tpage=103

***MID-NET (ZE 9 215
https://www.pmda.go.jp/safety/mid-net/0001.html

*EEMID-NET OF &R
https://www.pmda.go.jp/safety/mid-net/0010.htm|
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SRS IUT BRASAORBEAERG

FDAIZVU 7D —) R —5 &l UB DDA BTRERZRER
¢ JOULRSPUTEHR+/HER2- 2 HFLAADEIS TFDANNS201 SEE(ICTHUR
AGR. 20174 (CIETVAGR
¢ FDANS20194F(CEHERB RN ADBNLELES
> BEANAGBIEENEOBIEE T, RO HE
> BERERBROMRDIIC, YPINT -V KT — 5Tl

o Flatiron Health#tEHRFT —4AR—-2 WS REEHK T OIEB{E/) RIS EOE EBRE T
o IQVIAHMRIREEIRT — AR - 2N BB kGt RAR % S\

=IQVIA  —

o HIPAAICED{De-identified Data

(GEEBIET—%) ZFIA

e 1. Koplon-ees Plot of Durotion o ssinents in the Flatiron Health EHR-Derved Data Source
» A. Real-world maximum tumor response
B 80 1‘_\_' Palboachb + Al/FUL Cohort” AUFUL Alone Cohort”
N=Y a
g;‘ w S ‘1‘_‘ Response n(‘/.I) ni%)
l;i e ) Complete response 2(167) 0
3 i Partial 1esporse 2(167) 1025)
il SR Stable dsease s @) 4(500)
0 ] W%y !m‘ » 0 “"*]"‘VV' dreme 3 (1"0) 3 { l’I.)
O o 20 . f"l'";v =% SAFUT e Response (CR+PR) rate 4(333) 1012.5)
ZEE¥ . Pfizer Press Release on April 4, 2019; ASCO Annual Meeting 2019 FEXR&EF. 6
2. MREAREZBR - MERER~DEHRES
COMICHKEDOERFE LT, TR T DX IR AERERBFEFICE W

T EBET -4~ RENBHBEE L CHALFESNAEHPIR AL F =70
ROS1 F2 M3k NARIRE A A BB ES (25 W THNIR BBEE & L THEEM (CHkE L /=54 HYE A
INTWE, ZOLSIC, BEREAZEDDZEZDLONEL WL S BHRIEICE
WT. BEEF— 4 ~_R—XOFEAATREINTWS, S%IEARICBNTSHRERAE
BB FABEAOEBEHE L0,

[Z8]

*REMEICBITAEREEET — X OF)ERICET 2 G L EE] REREE
https://www8.cao.go.jp/kisei-
kaikaku/kisei/meeting/wg/2201_03medical/220922/medical09 _0102.pdf
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Operating patient organizations
by decade of their creation

Number of patient organizations
by focus area

=IQVIA  —

Number of organizations
by disease

N eeeeee———r
1.210 by oy
Hepatology 1% 26% Oncology

_a

Allergy/lmmunology 1% g

Respiratory 1%
Neuromuscular 2%

2 12% rigiarsis
Hematology 3% Neurology Jefect
Medical genetics Onat
8%
Ophthalmology 5% Puychiatry

v w o own w o owown
O O O O O O O O O Ca
- - - - - !

O & O &6 & O \ [=1

g g . - - N~

Source: Form 990 data from IRS Statistics of Income (SOI) program, years 2015-2021

Notes: Leftchart: The creation of the organization was determined using the ruling date, which Is the date the organization received its tax-exempt
status from the IRS, Select dates were overridden based on website information for those with ruling dates earlier than 1950. Charts includes any patient
organization filing 2015-2021. ALS = amyotrophic lateral sclerosis

Report: Supporting Patients through Research Collaboration, IQVIA Institute for Human Data Sclence, October 2023

KEICH T D BEFEDRERE LT NR BRI

FRICEBERAAEOESRICBEITZBELDEEID5H 395D 215, F/ABEPRYF ¥
—EIZLDLDOTH D, BEFKIE. T Xy k_—xe;fmn\z)r%/\ (BT
LEMRIAR Y —ILIC Bsﬁb’(ﬁ%?&i?ﬁ% LTHY., EERVBPICBITA N7 XL
— > a IR EZRRILT 72012, r“/—)l/d'f“/7ZJ EWDHLDEBEL, Tyt
A7AT77)=EEY TV, NMFAv—hHh—RhEHLHBLTWE, INHLDEEF
WICKUBEINI-T —ZHPBEICEITIMEL NILCEBYRRL NV, BEFERRE
R EISTERAINTWS,
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2%
Provides license to drug or
technology to life science company

2%
Re

2%
One of many participants in collaboration
Including Large/Globa

JIOQe/C b |

5%
artner with Mid-sized

10%

Research partner with 20
e 2C
Small/Emerging
g 50%
N=672 deals Donor to i
Small/femerging 10
0
N O O o r 0 ~XO o =
S88ooooboo0000 88
t ) >d n N N N SN NN
— ONO! Re h pe r with

Source: Pharma Deals, Oct 2022 IQVIA Institute, Oct 2022
Notes: *Most recent 2022 year includes rolling data from Sept 21, 2021 through Sept 20, 2022, which was the last deal date available
Report: Supporting Patients through Research Collaboration, IQVIA Institute for Human Data Science, October 2023

X4, BEREKE A 74T ADEDODEREREG|

F7-. BEMAKIE, 2HROIMTM HTA D 21 % DIERHIBHL TH Y., EU XA
FYRGED—LOMIFETIEIRK2%HEFEL TS, 4 F YU RITIE, ERABFTLL
%%Euﬁbf\A%@ﬁ#b%@aéE%&ﬁ?ét%&mﬂﬁﬁﬁA@&ﬁ&#
5, TOFRDOHTIEED—D2 & LT, MEDORBIEFEDE CHEEE IFELD
M FTTTMHLCEGEIRELT-ONE WS EERARTHESICDONWT, BECNE
FEDOREEEY) ANTWS, NICE, CADTH, SMC % & D#EF(Z. (1ZITTNTD HTA
REBICEEDERZIRETSZILEZROTVSD
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All countries, all therapy areas EU and Commonweaith countries by therapy area
( — 3y
1879 737 8
— Central nervous system
—— Mental and behavioural
w—— Toral, all therapy area
I e Cardiovascular
s ENOOC 2anam DO
fisease
— Musculoske al
|
1d iImmune
Digestiv ysten
Reéspiratory
f‘,
116 D1¢ ( 016 019 022
— [nifectious and parasit
rolvement Nong diceasces

\ HTA Accelerator, Aug 2023

udes single drug and muitiple drug assessments only. Excludes non-submissions, new formulations, suspended and cancelled assessments, Includes
d, published and draft assessments, EU and Commonwealth agencies included her are CADTH, Canadian Agency for Drugs and Technologies alth.
ral joint Committee (Gemeinsamer Bundesat French Nation uthority for Health (Haute Au te) HTA = Health technology
assessment; INESSS and pCODR in ustralia; NICE, National Ins » for Health and Care Excellence; SMC, Scottish Medicines
Consortium; UK, United Kingdom,

o

Report: Supporting Patients through Research Collaboration, IQVIA Institute for Human Data Science, October 2023

5. BEREELETA 7 A4 T A BEDODERERIES|

BEIAGORIEIEB L THD & BFE 5 FHROBERKRDOUNEEIL 625 B F LB
W5,

Total, all patient organizations (n=3,262)
$13.6
$129 $129
$12.0
$11.1

Stable reporters (n=1,886)

2016 2017 2018 2019 2020
Source: Form 9450 data from IRS Statistics of Income (501) program, years filed 2016-2021

table reporter da ides. '\1':\- patient argan
top 20% of revenue In 2020, Le., $2.69 million
values (o1 ShowWT)

ians filing continuously through the per od 2016-2020 (n=1
and above. Variable reporters number vary by year from n=4299 to n=%01

Top 20% are stable reporters with the
Five-year growth Is calculated over 2015

Report: Suppor atients through Research Collaboration. IQVLA Institute for Human Data Science, October 2023
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Build registries and health data platforms
Create and bulld infrastructure for data and evidence-generation .

that can help their communities and be useful across stakeholders
Leverage registries to ask/answer research questions that can
lead to improved patient care and outcomes, accelerate
research and underlie strategic partnerships

Ensure diversity in real world research

+ Integrate cultural sensitivity into research and A/ML
aigorithms

* Deploy multicultural outreach programs to capture
diverse patient voices, drive equity in clinical trial
participation, and achieve positive health outcomes for
underrepresented and underserved patients

Bunldmg
for the
future

Maintain financial sustainability

+ Create dynamic monetization strategies (o ensure
sustainable growth and the ability to adapt to the
changing landscape and shifting needs of constituents

Use technology for digital engagement

* Personalize and individualize engagement and outreach
through digital engagement tools

Promote patient-centered research and drug development

» Authentically listen to and translate the patient voice into meaningful
action and change

+ Develop better Clinical Outcome Assessments (COA) including
digital measures based on health technology like wearables

BEAI2ZTAIIBIIREZT T4y bEH 2D

=IQVIA  —

LTwan, SRIE. L

EERAT A ENRKOLENTWS, &
—EDFEPD2ELNL Y —BEFEF > TV DIIXL T,
BEMALEBEERLOEEBEZEDDZ-OOLY) LWHEESAZHEL LY E L TWS,

BE

REFEEREBHLTTZy b7 5+ — LEBE
EBEOREBREZODOBRCHLLWER LN E TIC
IMNZ. RE., A T7YA T RBE RBELBD0Z
REERT S LT,

BUA VYA b E

&V EERDDOFE

Leverage technology trends of the future

Use digital health tools like wearables, data, genomics,
AI/ML and other technologies to improve patient care,
speed research and support next-generation advocacy
+ Use AI/ML to identify barriers to care, optimize care
protocols, personalize care, predict adverse events or
disease progression, distinguish between

disease subtypes, etc

Bring p persp into healthcare Al

Bring patients into the black box of Al and find ways to
build input from patients into the design and
development of algorithms

Overcome challenges operationalizing data

+ Build governance models, scale siloed data capture,
manage data fragmentation, privacy issues,

data linkages

* Build operational approaches to ensure revenue
sustainability and continued engagement

+ Learn and collaborate with external stakeholders and

similar organizations to expand options, develop
Initiatives and ensure stability

Influence policy & regulatory

* Act as a trusted convener so stakeholders work in
unison, build coalitions and share infrastructure to

maximize their combined influence and effect regulatory

and policy changes

Source: IQVIA Institute for Human Data Science. Empowering patient-driven research to improve patient outcomes: the essential role
of patient organizations - key themes and takeaways from the IQVIA Institute Patient Advocacy Summit held on December 1, 2021. Feb 2022.
Report: Supporting Patients through Research Collaboration. IQVIA Institute for Human Data Science, October 2023,
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*IQVIA INSTITUTE “Supporting Patients through Research Collaboration
INTERACTIONS BETWEEN PATIENT ORGANIZATIONS AND LIFE SCIENCES
COMPANIES”
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/supporting-patients-
through-research-collaboration/iqvia-institute---supporting-patients-through-

research-collaboration-10-23-forweb.pdf
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2.4 FifffifERl KSR =6

PHTRMMERIHER & L TRBARARMA DOABERELZEDE LT, LEGEND(Large-
scale Evidence Generation and Evaluation across a Network of Databases) 4 =+ 7
T4 T7HBHIFHND, LEGEND 41 =<7 7 4 7 Tlx OHDSI (The Observational
Health Data Sciences and Informatics B4 7 v 4 ) E WS EBET —Z X=X %y
b7 —0ARZFERAL. AT —2X—XWICHH2HBUEHICH RINBELERE X— R T/NA
L RVIGEEMRZT> T 5D, REFlE L TE, SMECHERE. 5 2E* COVID-
19 ORENELR EOMENBREIN TS, TN o DOERMARIE, Lancet X JAMA 7#&
EDBHRICBE I N, BEFOBEBEREIET Y RELTERAENTWS,

OHDSI IO WTEEICHEBNT 2 GElIL. XE3. U T7ILT—IL FT—%((RWD)DF]
SERICE T ZEREDF D 3.3 OMOP CDM & OHDSI #&8B & /) , OHDSI (ZHk4
BRAT—=UFRLE—=HIBEELELZENAEIT7RL—>a >y 7 A7 LT, $RTH—7
VY —=RTREINTWE, OOVETRRICHRAEL X —DRBEINTWDS, #f
RELERBET —ZRN—ROEERX Y b 7—7 E2HRIEA>THEY . BHEHE
DEWHRARRER Y b7—0 &k >TWb, OHDSI @O I v avid, & LWERE
TOERATL T 7TARETZIET VY RAZAI 22T ADPBALTERTES LS (C
TEHZET, AEBOEY 3 VIIBEFRICLYRESRREEZSENICERTE LA
BT T3, OHDSI D TFICIFkkA BEBEA, MBEMOY 77V —THEREINT
BY, ERXT—EAR—RZPRECHEARRIMENCT WL S REBEENEX S TL
ZI

LUFIZ OHDSI A#3EA L 7=18%&m 7% LEGEND 1 = 77 4 7HE(*) % 32 (S
T - ¥EFRYE - COVID-19) #BN9 5,
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241 SMEEEEICET S 7 % LILHAR
FTEARRRT —ARX—RZFALLARE L RIBEEZASNEREEICET 2%

XEWENT D, ZOMEMEIIEZHICFT MO L LANCET(**) & JAMA(**) (21BE &
7=,

Articles I

Comprehensive comparative effectiveness and safety of @ ®
first-line antihypertensive drug classes: a systematic,
multinational, large-scale analysis

Marc A Suchard Martijn | Schuernie. Hadan M Krumbolz. Seng Chan You. Ruljlun Chen, Nicole Pratt. Christian G Reich. Jon Duke. David Modigan,
George Hripcsak, Potrick B Ryan

Summary
Background Uncertainty remains about the optimal monotherapy for hypertension, with current guidelines recom- »

mending any primary agent among the first-line drug classes thiazide or thiazide-like diuretics, angiotensin-converting 19
Metps /idon ony 10 1016/
$0140 736019102307

enzyme inhibitors, angiotensin receptor blockers, dihydropyridine calcium channel blockers, and non-dihydropyridine
calcium channel blockers, in the absence of comorbid indications. Randomised trials have not further refined this
choice.

X 1. LANCET $B8# %

LANCET (2#8& & " 7=zm2(**) 1% Marc A Suchard % (2 & %" Comprehensive
comparative effectiveness and safety of first-line antihypertensive drug classes: a
systematic, multinational, large-scale analysis” [ B—&IRDOEEE 7 5 X DB &
ZEMOAFELLER | AR, ZEME. KEES] THH, SMEREICHT 5 EHEA
BRICBIT2E—RINEOEMNE e 2 aild 272012, 4900 FADDEET —
ZAERENT, T—EARXR—RELTIEE6D2DERRT —EN—R & 3DDEFERT
BT — X=X AHEDE TERINTG, TERT V7 MHLEZEE L TCERELHE
E. O EICE D AR, HERD 3 D2ZHREL. MBICH ZRNLEMNE 6 IEE, 22tk
T MALICET S 46IEEICOVWTHEY Y X7 ARSI NIz, TORER. 1ZTLEAED
HETI 7ABDERIIRoNGD o720 YA TP FNEIET A 7Y FEFREIL,
ToOFT UV EBBRAERLY BN REWM L LM ERLIZZ EAHS
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ICE¥Nz, TNICEY ., SMEEOEREEZRIBRT 57-00EK 7 7 XEE L Tx
WHEAA R TAVHRKBERT - TRIEEND Z L IZD2HBD > T,

JAMA (2388 & N7=3m32(***) (X, George Hripcsak 52 & % “Comparison of
Cardiovascular and Safety Outcomes of Chlorthalidone vs Hydrochlorothiazide to
Treat Hypertension” [EIMEREICE IFH70/L% ) R rRkozo0F7Y KD
MESLVOLREMDHEROLLE] TH D,

Research

JAMA Internal Medicine | Original Investigation

Comparison of Cardiovascular and Safety Outcomes
of Chlorthalidone vs Hydrochlorothiazide to Treat Hypertension

George Hripcsak, MD, MS: Marc A. Suchard, MD, PhD; Steven Shea, MD; RuiJun Chen, MD;
Seng Chan You, MD; Nicole Pratt, PhD; David Madigan, PhD; Harlan M. Krumholz, MD, SM;
Patrick B. Ryan, PhD; Martiin J. Schuemie, PhD

Supplemental content
IMPORTANCE Chiorthalidone s currently recommended as the preferred thiazide diuretic
1o treat hypertension, but no trials have directly compared risks and benefits

OBJECTIVE To compare the effectiveness and safety of chiorthalidone and
hydrochlorothiazide as first-line therapies for hypertension in real-world practice.

X 2. JAMA BH

SMEBREE s/ OLRY P, ;lEREICHEEINSG YA T7H A FRAREL L
THBINTWED, VR EFIRZEREERLI-HABRIIAL 2722 &h o, EERDEG
RIBHTOSMEDFE —EINEEL LTorsOLz) Ry ROosoRF 7Y RoA
Shik & ReMA B LR TH D, T—XR—RELTIETKERD 2 DDFBEKRRT —
L2 1 DDBFERIHTET —XHAWLT, 2001 £~2018 F % TOREREMEEDT)
EERAEDAEE L VARBEILE Y — R T =27 H2EE 13 AADT — ZHEEMTIC
Buwoini, EE7 7 M A LT LANCET B LA OBHIEE, LARICK 5 APL. Bz
OISR TOEREATLZ ECESLIEELET 7 b AL BFHENRE S, ZE2MHEIC
BAL CIEblIEAAEIN, CORR., 7ALE) FroffERIFe s soaF7
PRERRLIEEE. DIIEANDEE @N$74/Fiﬁbﬂ@#ot#\&%£$0

BEREEEOYRIDEBMEFELTWS ZEMWBHELAhER ST, ZNIZEY, 1HT
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FERIZIEFOSMEEEICIFe FaZo0F 7Y LY 70z RUya2EBET 2 E
WHOIREDHA RSA VHERBATIZLAWIEAEOAICAEY , REET—KIZEOW
THARTAVERIET D EWVWOIRYBEANTEDE LS ICH -7,
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2.4.2 BERFEREE AR O FANVICETIHR

RIZLEGEND 4 =2 77 4 7 CIIObNIBRBEAERICE TS5 AY o4 7A
b aLICEET BRARER () A BN T B, Rohan Khera HIC& - THRERIN
7="Comparative Effectiveness of Second-line Antihyperglycemic Agents for
Cardiovascular Outcomes: A Large-scale, Multinational, Federated Analysis of the
LEGEND-T2DM Study” [ 2 EIROMAERE T O LMEEEICH T 2BMHEDLLE :
LEGEND-T2DM #ZEDO AR R L ZEREE D] Tl SGLT2 EEHX & GLP-1
M, 2 BEREEEZFICE ITA2ERLOLMEANRNY FZERTHEINTVLEA, TIn
DAEEERACMO ZRMEER TR E OENNLEECOLWTIERo M ICINT LAY
S>7-mITEB L TiThirz, 1992 A5 2021 FI2H7-28 30 FMH DT — X % B
W, H150 FAICEWKERBEET — X2 MWRIC, UDEEE, HEFR, XACTOFET
T MOLEEREZNOISODAEARZIMAT-4 DDV R 7EENEITI N, ZDFE
R. SGLTHEEF B LV GLPLICL Y AZFOLME Y X7 DERARHE I, WEA L
DPPATRHERIL W LRV TH D I EABHO N EL o7z, TNICKY . GIIEA XY b
R %3dZ % 2 BUNEERIRBE DB TEFE(ICIE SGLT2 AEH & GLPL AMESLEI NS
NRETHD I ENTREINT,
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2.4.3 COVID-19 B ICEAY AR

OHDSI @ Web H 4 kAR(*****)|2|x, COVID-19 O RIHIERICEAT 2HEAR—IHHK
ITonTHY . OHDSI #EA L TiTh N7z COVID-19 BEEDHRY I/ hA—EB & k-
TH|HEFINTWD, 2024 F£3 AIRE. DERBHEIN/IHBXA 124, BERIOHA T
RN EN TS,

RbHHUVAKREXIE, COVID-19 AARMERITL/2FITH 725 2020 FD 8 A I,
LANCET U w=F(Z#BEH SN T3, Jennifer CE Lane HIC&k > TARSNIZHI X
1 hJILIE"Risk of hydroxychloroquine alone and in combination with azithromycin in
the treatment of rheumatoid arthritis: a multinational, retrospective study” T[BIE7Y
URFOBEICEITAEFOFXF /7 00F VERBLIOTOROXA TV EDHADY
R LEFERAMEME] T BEICOWTHEISRENT %,

B v FOBREBIC—MICEREINS e Py rsoo0F ik, FHAEIQF 74
IWRBEZSE (COVID-19) iz EEDBRICRBFEALTAI I ND, EEEROFEE
TEENRHE Aoz & zxlf, BEEY Vv FEEOHEREICE T2 FRF >
70X OFEARICEETZ YR 2T 5/0IC, e baF 700X OEME
FOT7VRARA TV EDHAOLREMEICET AMELNEREINT, T—XITIE, FA
V. BER, A7 R ARA v BEH, KEICEITS 14 OFKRT K FLIEIBEFERE
REDY —ZAMAHVL N, ZEELLERATHON, 1000 ZE< o FAaF> 700 F
v DERABRE EHHAEE 100~300 £FEICXW L T, 30 BEEWHRAE,ThNiz, D
BR, erFAXF 7o aElE, BEY VY FEFICEVLWTEANICIZY X7 DI
MERIBEVWELSICBDbNEA, REWICITOMEFRCEOBBEREEL WS WD
ZEPTRBREINT, Tl TYRAATA T U EREBINTSE, BEATH > THORERD
MERFETED Y X7 HEINT S Z ALK Y . COVID-19 RITFICHEIFS, EF
AF>700F VBEEBENOHAT VLYV 7IZEVWT, flage YRID ML —FF7
HFEEICERBTLILVWIET VR ER ST,
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*LEGEND A =774 7

https://www.ohdsi.org/wp-
content/uploads/2021/10/LEGEND_OHDSI_Community_Spotlight.pdf
*LANCET 88 0 = ML /A ZEHT 5T
https://www.thelancet.com/journals/lancet/article/P11S0140-6736(19)32317-
7/abstract

*HAMA BBE O S MERFEIEICET 2R
https://pubmed.ncbi.nim.nih.gov/32065600/

OB PRI AR 70 OVICEY A ZEEES O EES
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10871374/

***xxOQHDSI N D COVID-19 HFag < —
https://www.ohdsi.org/covid-19-updates/

BRI Y U FOREICE T A FRF /0 EMBLIO T RATA TV
EDHFADYRY  ZEFERAA SR
https://www.thelancet.com/journals/lanrhe/article/Pl1S2665-9913(20)30276-
9/fulltext
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https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)32317-7/abstract
https://pubmed.ncbi.nlm.nih.gov/32065600/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10871374/
https://www.ohdsi.org/covid-19-updates/
https://www.thelancet.com/journals/lanrhe/article/PIIS2665-9913(20)30276-9/fulltext
https://www.thelancet.com/journals/lanrhe/article/PIIS2665-9913(20)30276-9/fulltext
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25 ¥ EARICHSITIREL TR

NAF T =208 - FAERAZHEICIE DX AR, 72720, BEERZ & (T,

HICBFT—R%&F>TW e THHRL, BAON 12T —RDFERFEEEXDZ
ETHRHR, T—ROBE - MIERZRIHRE L7z, (&8, (HHA. WAk &2 BIEL -
BERICEBE, EELTWCZENDXTH D,

N%#?—&wﬁﬁiZOFﬁ%éﬂé 128X MEBA] 7—20FRTHY .
L2020 [&EFH] 7T—2DFERTH S, BIEICOVWTIE, 2.2 ETHADEESES
ELTRER O NICEEOERIEREZEDOIEZ BN L 7=, tisEE#EB OB CERIE
WA BT I EREEE Ry P 7 =7k, ERICBVWTHIBEERBEFBA R X —
L7 2011 FEEZBE L TABL, 250 %2BA5%xy N7 =D EEINTET,
— AT, FEL1EFEEREOODOHIBENWICE &> TWBEERD, BEHENAL
EEOMEEICRBOH D1y b T—7bHEINDI R E, FEHIKREZT WK TH %,
Z5L-BELHY . BEEEHEE CIHEEDX SMEY 3>~ 2030 2151, ZoF
TEEEREBRT 7Yy b 74— LOBEEZEDTWDE, 77V b7+ —LEBEIIEWT
BELEAERI-TONVERERILOERRERKTH S HLT FHIR TH Y HLT
FHIRICDOWTIZ 3.2 ZBICHEWTEHRT 5,

2 OBDERAAETHD [EF] 7—2DOFRICOVWTHREIFIAZT L, BARREK
(=HE0RAEIC i%t\lW;%bT%&M#@ﬁ%vQXFUﬁﬁEL\E%m%%
ICEWTIEHHERECEEY 7L — MR EADTFERANBEICIAE > TWB EEND, #T
RMEERORAFEZ—7 v bAMSHREORE WVAFBZEREE . #HaHE - HOKSE

EWo T /x/hx74ﬁ»_—zﬁﬁ &huooﬁé$\bnbﬁ%v/xhu

DERICIZFERIC FHEOLNTWE—HT, 23ETRBNLIL S BN E
RWD % A\ 7= Historical Control Bf DB EEPCEEAGRHEA~DIEH £, WL:;BL\’CLi
@wTW%%T%éo%ﬁﬁwﬁﬁﬁwUtﬁﬂ T—EARN—AEOEEICLET—4X

DEEEDHERTHY, ZOLOHITIFHMIIOT —2ZRXN—IBREASERT — 2 N—X[H
DEEAHEFICAND Z tb%xbﬂ%o B9 1.2 ETHRA L 7= RHEREIE Al BFF
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3 UZPZA7—1LFTF—%2(RWD)DOFERICHEIT7-ENE
3.1 RWD D& & 5

D77 —I)L K7 —% (Real-World Data, LLF RWD & W5, ) & B4 BRFERIC
JUHBICINEIND, BEREBSLVOEETAICETI AT —2()] CEXRIN
%, B - BEEBEEBICEVWTIE, BETABLUOYEOEWE., R2UZ2HRT 5720
ICBRAREER., BRARMIR DA B LN Z DY, HECHRICH T2 RRIEZDEMA D RIS
EENPBEICOY ba—LanEFTHB @RI THY . HE (Real-World) (Z
B3R IwnT LE—HLaWZ L H B, BRIZ. RWD oBFMAFERIZD
PO —LERZXNRE LA ERERIC, BF - EEEROXEICEVWTHERIC
BEAKEZTL, RIBICEWTIZ RWD OFEF L. Ao CICFERICHIT5EEICD
WT, T, BENICEIES 5,

[588]
* Submitting Documents Using Real-World Data and Real-World Evidence to FDA for

Drug and Biological Products: Submitting Documents Using Real-World Data and
Real-World Evidence to FDA for Drug and Biological Products | FDA
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3.1.1 RWD niE%

EARMMIEWTHLERADEA TS RWD R EHF & LT, 2EEMBHEE (Lt
) . DPC, BFAHLTRENBITONDE, INHIETWDHDE'EEITA % BENAIE
RMELTHRETEZT—2THY ., BAEREFRICES [HRICE S 2BEKET - X
BFICISHAARERT —ZRX—XFAE| Tli, EEEER—X, REEX—X, REER
N—R, ZOMIZHEL, T—XXN—XDFEAEEINTWSE ()], R T. T7/
0y —0O#EIZRWD IC [Z8ME] 2375 L TWB[K 1], EETAICRSARL., H
BRI - BEICEET 2178 (PIZIEE., BE, BRAY) | BEICEET 51T
B (FIZILER. EER BRER. TOMBHFREEOBE) | V-V IAT 47T
EFCEADPSHREINDIERAEES RWD & LTHERMRFENTWS, BEL. @
ADA~Y— k75> ET®D PHR (Personal Health Record) 7 7V 4 —< 3 > O] B
E. INLOT—&IC [FEEME] 288, JVEENLGT —XtEy &L Tu
o IDIC, VT 77T NRAR NT TNRAREDERIE, INEFTR"TLAIE
R ENIRD > o ERETAIT — 212 [EE] 252 22H5RIERWD #EX % ETK
ERESTHD, INEFTOEETAZRAET S RWD 521 BlOERD. m¥E
HICIEOTEREZE W BRoNBR TCLIERINEL 2 TobIF THEH, T/
A RDERICEL > THEM, HEA. WEMATERBER (EREEE) PRWD & LT
BENTWZEREY ZFTF—2E L TOBREHITBEEHICEML TV EE
I 2&EHIC. RWDASERZZEZ 2 DA THEIHT-EBREZLOULENHD I L %A
CREd %,
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TEIT—4& %%g;*y 7 A7 WHERERDT — 4
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HkD T — & -ﬁiijaaék@T %

Enriched Study TREIE®R S R T L

(975 7 NEEBHEDET TR X
Eﬁiﬁz‘%_?
REEET — & EaEd+sd357—%

BRI B 5 L ILEEHE) RWD
LYX Y

EEERD bﬂ?bﬂ%T'@

‘f”ifzkéf' X
BT 57 —% .

M 1. %8kt 9 % RWD DOfEFE

B, ERRFFEICERBDE Y /T —4R—2 (EHORETCREESNT—4%
1D CTHRERICEDT-HD) THDH., 12BDBATEEDHLIIC, T4
—REOHRGLEN DL, T—RZ 1 DPMICEDHZDTIERL, T—XZDLDIEHKET
OEFICRIFLIZE ZBRICID Lﬁf:?ﬁﬁé\ﬁﬁﬁ%?& BEB M EIND T —KFERD

ERZHEHNMHAZLE CEHRBRNICEDOoNTETWVWD

(28]

*ARICE S ZERKES - BRBRAISHARERT —Z2X—XRE
https://www.jspe.jp/committee/020/0210/
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3.1.2 FERBMICINLTERTANERAS > + & RWD R

RWD ZZ DFERICIH L TT —EZMNBIRENIEZNETH D, RKIBETIE RWD % FEIR
THICHTZo TR IRETL—LT =BT DEEHIC, 7L—LT =70
TE77->7- RWD OF#H A EIET 5,

RWDZEIRT BERICERBITANEIARBSIIUTOEY TH 5,

o LY EBIWBMICEST—%E (BEH. BUEIHLRY)

RS CBITEMNICLELRT—XEE (FICEBEL SN TWBIER)
BERE : ARATERISEY) 2 EAR (BSHR. EREREAR. BNRSIEA &)
FIA70€X @R T54-0ICRELRFRE. BF. F4tR L

L&
RWDAERZA XA —Y LI-RICE—RPVICHERZ I RENBL T —XDLE, T—
RETHD, BITENICHEL NEBAERTE D I ENTHRE L DD, B - EFESE
BIcBWTIE, BICT—RERO0hEEO LS5 RT D ENDEBELER D, B
ZIE, HREFEEROBTZEZ GG, BlA NI+ TH-7-E LTH, HF
EOHIE, Fis, BEELE IR TIUEBRTHNIE., ZhI3EEERKRT DT
ICERABEARVWAIEEDN SV, INEEEELrY THY ., FIZIEEFDEEH,D
BFEDEBEREDOH 2EFOBEITE LW-TBNTHNITKD 5N 5 N EILFIRD T — R
LY EMHBICHLBLL LB ZEHH D,

RS
EEREEEZFOIC—ED RWD MEFRARBRNBEBRINTLIESICEVTH, FIC
REERDONT—RADORE, T—RHEATHD, TOBENEHLNH-TH, BITE

ICHERIER (7—4) DR LICIZETCHEREZEZEIEH L L, Az, ERLEY

ME—REEIIC N AR LT . BEASVICEEREEIT R EICEVWTKRES
BT —42Thbd, —HT. EETINNLODTE#ZERLIZBEICIE. ERILET b
TRRBINTWAL, BREBOHER, BEHRR. &K, THRLELEEZELT -2V —X
(B2 1L, BRBERS AT LBEDOT—X) ZHVIRENH D,
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*** Murphy SN. Data warehousing for clinical research. In:Liu L, Tamer OM, eds.
Encyclopedia of database systems Springer, 2009, ISBN: 978-0-387-49616-0.
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LA DMFENICT — X Z23RNIER, ®RE. KBTI HhEVDBANDERETINTL
%oﬁﬁh% 21EITIRRLEEZ7L—LT7—=212851F5 [AAN] OT7—%% [{EA]
DI=DHIC ICBICEET BN END ZEICERIAENMMTWS, EENEIRGCTE
%ﬁﬁ%ﬁﬁ%#aLLfm FIE. BIRIEBFALT EREV R T LEDHERTOREL
B3R T LAEOISHEEA R L— XY SEEBAERL I N, ﬂﬁt%f%[%@
BIIBWTEZEBRIEHEONY &) 280 BREAMBICKS Z &I . EEN
ﬁL%@%ﬁ@%7;®$ﬁu§ﬁﬁéoit\%tHUFmexia%ﬁ@xﬁu
NENEINIZRAEDREICLY ., BATERBEREZEELEALRT YU r—> 3T
SERT A ENAREE R > T B, 7272, VT LT —ILFITET Y RDEIHE* Al/ML
D& BFEMEERL-EMEROER L L, TEH] o7 —%2%EFHEL TV 5%

Tl N T Tl Tl AL,

ADTFY7T L= b RT LA

@W@% IO T—RENETEZLICEY, SVELT—REZBONBEILIIRD
 EERAERAENITFBLTWE Y XTLNERY Zeh b T —RERCEEDENAD

EL% ANTYTL— b AT LIF, REBEETIZEEZRYAATZBERANT 7L

—bEER L. BFHILTEDIER AT LICT Y7L —MIGR2ZIERNADEIND

ZEICkY, BEAINIT—22EETH-HDOY—ILTH D,

ERF>arilerX—THE, BEI/MEDLONTWEANT 7L —MIEET S
Ev#E (1 JASPHER (Japan Standard Platform for Electronic Health Records) A& 1
%, JASPEHR 7B 2 7 MEBF AL TICEB INA-BFHZEBRZ XN D%
RICENL T, KBICBIT22EREBETCODEBRT —FX—XZBEL, RKILEH
ICHATELIMRY Y RV RATLZBRET L ICEZRAEBEIHDOTHY, TDHRTT >
TL— b RTLOBREBANSTHNTWS, ZERBICESW BT 7L
— b 22"ERH L. BEMICEHOT V7L — b R T LERICER, Ahanhiz
T—RZNETDEVH, —EOMHADKRETZT-oTH Y, FEERFE L LTE HLTY
International Z F/LMIERTE S A7z FHIR AMEA S AL TN B (Frrses)

60



— ig;l()\/l/&

KEOEEBERA X — 7 v F1ZETH S Flatiron Health #H I LB Whip 52 =3
—VRELLTHFREEDEANT L —bEAVEF a0 Y BB DETH
WT VAT LERRATIRERETH S, FAiE. 302 —ITRME L -EFEIBE®REC
BRI — LB A EHE T OncoCloud & WH HEAE/EY LI/, RWD EFHR%H
& L7-EBREED) ORBOERE COMMBAEIEY LIT/-FEHTH D, EEIC,
232 FTHY EIF7- £ 5120 KEICHWT Flatiron OB F AL T ZBL THEEI L
7= RWD Z AW EFEARLITHONTWS, £/, ERICEVLTH, 2O LD BIERA
NERBICBIT2 VAT LZAWTENTZ RIBR 28E(t - ERILBEREZBELLS &L
IBETIENY 2DOH D, REARFENTT ICLZEFEEPETHIFERY TILT
— L b T —atREERR et (PRIME-R) #id, 78 o X Za—FXT, UX
PO SIEEINEEEREZEIRT 22T T—2%2@&LLI-ETCEFALTY
AT LIZAD L, BET —E2R—=X{ZAJ8EICT 5 X T L TH 5 Cyber Oncology
% EEAEEIE T ICIRBEE L T W B,

CDRRICADNT V7L — b AT LIE, RERBRZ ANEREL» o#EEL L TEST
2-ODBRABFETHZHDOD, —ATHRAUL, AATYTL—FOEE ADLZD
LDIIHDBDTIHEIPREERD AL, ANT—EAEBINDE ETCICHBEZET
528 BIAZICEREDI-ODOTHEFELIIHND L) THY ., EEBRRIER
7w b N RWD COM 247 L. BICHFAEL CLW AERBROERZ S0 -#&it% B
FICISCTBYNCL TW ZEHLAEETH 5,
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*EEEBROZEN L (—REAEAERBREE(CIEERZES)
http://helics.umin.ac.jp/aboutHelics.html
H*EENFOBERICOELEICOVWT (EEHEE)

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/johoka/inde

W

x.html

HAHLT &3 (AR HLT BR)

https://www.hl7.jp/whatis/

PEREIEER 2 6 hR EEIER S X T LR, pp. 344-345
Rk 7 FHIR ICEE T 2 AEMROREE (BEEHBR)
https://www.mhlw.go.jp/stf/newpage _15747.html
FRREEXGS-MIX2 & 1E ? (SS-MIX ERMEED Y —2 T L)
http://www.ss-mix.org/cons/ssmix2_about.html

ki JASPEHR 7’0y = 7 MIE
https://cmii.ncgm.go.jp/project_jaspehr.html
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3.2.3 RWD CDM D iE%E & 5

RWD CDM 5z thikd 2 L TOER & L T TRz TRT %,

® TAREE: T —REKMT BT —TILDEE
® F—RANBA BT TN hTLICT—2EANTHLETDIL—IL
® MEIEE &7 —TJNCEMINZBEE - - FORE B EERI—F)

T—RIEMDEBE RN DIET —REEDIBENHNITERY 2H. L UMERPIIT—X
DI - FLERZTES LT 2T —2OANRUPCHBOREEZ TITbNTWE Z &N
BFE LW, KIEBEART— X% ERL-BERMEEZERET 2BICIE, FFHEBOD MO
WEERR L, BIT7 AT 7 LDVARING, T—XBEENHBTHNIZA O A DRI
AJREL B A, FRICA->TWAB T —XDANREDNZA > TORITNIZEROH HHER
ZEEHT LN TERL (B ERE (. B, 2ot} EANT A, {ZE B
. R} EANT D) , £/, ABOEBELNBRITNIEHESOF L) 2 EDOEET
EDLRDBDDDEL-TLBHT2H, INBEF-EROHHEREEZTHT I ENEHL L
(B : DERES>STERS>LEMBO EDOEECE®REIEES 20) Lic, AEa—F
PMFE—SNTUORITNIER LARRDT—X & L TIRAD I EbREETH D, ZDLD
I, P EBENE L TEZBAELZD3IEEITRTIZYT7LTVWAZENEEL
We 7272 L. BRAD LT AT A Y POBALI I T —XLEIR MHER S Z
EIZR B, RETTIE, BAFICKEICE W THRERN S RWD CDM I22W T, EEEIX
ROz 0BG 8 THERT %,
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i2b2 (Informatics for Integrating Biology and the Bedside)

BENS L UVBE

i2b2 13, BBART —ZDT—R 7T NI RABEEDTDI-ODF—T > —2DY
78T/ 77y b7 H—LTHY., RWDCDM TH 3 i2b2 CDM #FEL TW 3
(), BIZH/ LICBETB RS v AL —2a LYY —FEMBICED D Z LA RE
ICBEWTHE Y, BEEANLVRTTELUERAROT —2ZHa. FELL TON - #HE
L. BEEEOHRED/IODOEEZAEICT I aIviaredd, £/, HARE
LR CERARMETICET AT —4%%27 / AT —XICHBIGT I 7D THERISER
TEHEIICTEHY—LZRET L LEEY a3y ELTWS,

202 DT Ty b7+ —LICIE 2 RBEDFRAELHY . 1ERERE L TIE, BIRED
TAZTAICBLVTHRNRE LT-WEERE, 774NV —%2RELIETRET
%, 2EBFEBEELTIE. IRBOAFZOHE EMETAT 7 P EIT—27T—F%E2DL
V. LVEERAET -2ty POERBE O CICHFTRISA - T-BILEZTS 2 & TE S,
ZDBIET, BEHET — X &, CRF (case report form) EEDIFERS GWAS
(Genome-Wide Association Study) % EDHEBICIER S NI-T —X 2 HEETH I &
HLAJEETH B,

WE = ER

i2b2 (ZIEZ A TH S The i2b2 tranSMART Foundation [C & W EE S T3
FEFE L 2017 (2 i2b2 & tranSMART Foundations "ZNEND 7T v b7+ —L &
HIHEEINTTELHOT, KEELZFEEATAH (NIH) (LY ESHE S N7ERK
RBOT Ty b7 —L (202) BLOIFYAL—=Y a3 F LYY —FDiHDOY 7k
V7 EEERLTWS,

i2b2 13 NIH (National Institute of Health) 2& Y &E&#H XT3 National
Center for Biomedical Computing (NCBC) A4 Z> 77«4 7ICL U ZEINTWS T
DDAV DI BED—D2TH S (***), Harvard Medical School IZ & V) BEF X

7. Brigham and Women’s Hospital & Massachusetts General Hospital A 40\ & 75
> TERIL SNz R A k> D Partners HealthCare System (38 Mass General
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Brigham(****)) Zrhv& L72ERW A TH 5 H, WEITHEHF D 250 KL E DO TR T
SERENTULS, NCBC (& NIH Common Fund @ % & TNA AEFHRICEIT S T~
Ea—87—F770Fv—%2FETH7HOERYEATH 5,

—H D tranSMART 7 —4 <% X > b X T LlE. B &H & 2009 F(Z Johnson &
Johnson & Recombinant Data Corporation M#ZEE IC L Y A FEFE S 7=, tranSMART
Foundation |% 2013 FICERILINT-ER/X— b F—> v 7 TH Y, KE L EU DIFRE
DB Iz F L TH Y. the University of Michigan, Imperial College London K&}
TATHATIVRA )/ RXR=>3>DlzdDa>Y —> 7 LTH the Pistoia
Alliance (*****)[https://www.pistoiaalliance.org/]. MKIZ/X—hF—EL>TW 5,
BAETIE 100 Uiz, FEEF[K, 7HT 27, BEHK. BUTHERBD
tranSMART @32 2 =7 1 IZSML TWW3, tranSMART Tl eTRIKS (F—% A% 0O
7) &TralT (P72 A= 3F WV —FDHDITAYT7T) EVWIEUD RS
VAL =3 L)Y —FORMYBEATHEINTNDE 2 DDT —XIXI AV N5
iy —ILEEHEL T tranSMART 72 v b 7+ —LDBRRZH > T 5,

Br—2ETIVHE

T LT —R2%FEOBROFEEHEOHEEANS 5 X CEEAKINEZRE-TD
M. i2b2 Common Data Model (CDM) Td %, i2b2 CDM (£ 2004 FE(CHH THFEIN
oo YV TILTEHEEOE VT —XETILTH Y, i2b2/tranSMART Y — L TODER %
HIIRE LTWD, RE—RF—<(xixis) L S OV FILRBEE SWRREEFOT
—ZEEICL VBRI TWD, 202 CDM ICEWTIE, B ATEICT—7 L
EOY. HDBEDIBRITE—D fact T—7ILICEIMES L TWD, TOHRTIIMER
PT—REy MILVERZO—-F (BER) 2FE->THY, > FAY—FREICKY
HELTWS, 2ok, SNEXRIFERENTHLWTWSA—AhLd—FzZxDEE
X, £BOA—-FIITYEVITTEIREN R, WRICERDZZATOT—2t v b
IS L THBIEENANG I T OY — Izt T 52 EARIEEE D, I I, #FTL
WRAT7TOT—2@EHF > bR —%HRT 272 T CHBRIBRSICEBNT 52 EATE
%, FIZILCOVID-19 DL S ICH L LWEKCIREAHTELZBICE T —ZX—XZDH
DTIEBRLA Y O —DOBFEREEZT Yy 7T — b NI L W0, RREICHST S 2
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ENTEDELAY Y FTHD, REHFRK 200 DHEEA i2b2CDM [ZHEM L /-7 — &
&—X%%%LTL\%)O

i2b2 [2H T fact table [Z ONSERVATION _FACT 7—7J/LTH Y . diagnoses,
procedures, medications, laboratory test results 72 &% 2 BEICEHT 2 T R TOEE
BEEIEZOT—7LICEmE N Tnd (Zhicxd LT, %iko OMOP CDM %2 &7 — &
BIZIGLTT—7LEDIFTTWE COM £ 5 5) , (THERRIB®RIE
ONSERVATION_FACT 7— 7L ICEEEST I 5 17-% dimension T —7J)LICA->TW 5
[ 8],

i2b2 CDMICHITRRRZ—RF—<DIERK

patient_dimension observation_fact concept_dimension
patient_num 4—— | patient_num concept_path |
birth _date encounter_num / concept_cd ‘
death_date concept_cd name_char
sex_cd provider_id
race cd start_date ]
£0. start_cale provider_dimension |
ethnicity cd modifier_cd Yovider. bath
: : p p
zip_cd instance_num : :
end lite provider id
visit_dimension valtype_cd e
Yo e AT RN R e = tval_char
. enf.ou—rl]term nval num modifier_dimension
[(REIEIE _SIEN valueflag_cd ifi
[inout_cd oo AR
| start date e modifier_c
b ke observation_blob name char

HFF 1 i2b2 Community Wiki
https://community.i2b2.org/wiki/display/BUN/2.+Quick+Start+Guide

8. i2b2CDM ICHEITEHAX—+ RF—TDHERK

% Z |1£ CONCEPT_DIMENSION & — 7' JL(Z (% concept_path & L TEFloa— K%
fEEEEE LTI 22 AT, 2—HY —15i2b2/tranSMART @Y — L% 4L T
FREOEBCERZIEE L, ZETHEHAZHMET 2L VLW o7 EAARETH B[
9 TD&IIC, BIERIET —XZDLOEBIARELLOD, MIRTAY 7 MITH
WTERINEFT Y AV —ADOHEEART—RT—TIVTERET DHLELH 5,
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CONCEPT_DIMENTIONF—7 IV IcHB T BEE L ERDT

concept_path concept_cd name_char
\Med\ Medications
\Med\anti-infectives\ Anti-Infectives

\Med\anti-infectives\ampicillin\ | NDC:60429002340 = Ampicillin
\Med\anti-infectives\Bactrim\ NDC:00003013850 | Bactrim

\Med\anti-infectives\penicillin\ NDC:00002032902 | Penicillin

HiFR ©12b2 Community Wiki
https://community.i2b2.org/wiki/display/BUN/2.+Quick+Start+Guide

9. CONCEPT_DIMENTION F—7LICH T 2EEEEEDIT
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BMY/7b7z7 - T—FT7F~%

i2b2 3T —ZARXR—=RETI, 77U —>ariA4v¥—, APl 250 RKRARD 72
vy b T7x—=LTHYIHI HEINzT—XIZEZALEINTWS, 7T UY—ILIZL
ERPREBRICEM R BE IR — P ERER - RAETH I ENFELRI—RXT— AT, KB
LB 21BHREETF /TR 7 7ANVICEBT 21E5HRZ2HAET 2 Z LN AETH D,

i2b2TR#EENZ VY7 b7

Patient Recruitment Federated Networks Translational Studies

Clinical Investigators Epidemiologists Clinicians and Data Scientists
/ 5 \ / \ Y, —
L S S "’ ~
Query Tool Query Tool thehyve tranSMART jypyter
I I Glowing Bear \ I /
.: % PIC—CS%.RE
i2b2 Core SHRINE Simple Ul
RESTful API
/ I \ c & / Data Store
ommon
@ E CI Ontology .. T
— .. .. . [I -
NLP EHR VICF { ] { i2b2 Core — hail
notes  clinical -omics / \Hospital #1 Hospital #2 Clinical VCF Genomic
HFF 1 i2b2 tranSMART Foundatiomsk — AR —

https://i2b2transmart.org/software/

10, i2b2 TREEENDZ Y T bV T

SHIRINE (Shared Health Research Information Network) & W5 Web R—Z D
—ILICK VB EINDEERY FT7—27ICBWTIE, SNBHRIEICHED IR —bD
BEREHERTDHIENTED, INICLVEFEMREFE—TEZTHELLYKRER
v b7 = 0OHRTaAFR— b ElERT D I ENTE D,

tranSMART IZ b 7V XL =2 a3 P L)Y —FODICHEEINLZY —LTH D, T
— X DRER, DM, AIRELBLPETL#EEZEE, 2 —HY —(L transSMART A TT —
X DOEBRCHITZITZ DD, Jupyter ZE#@E L T APl (19 » PIC-SURE) »HF—%
702 XdBH5ZEHABETH D,
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BEEAR

- community wiki & W5 B A k(RO RERBFORLE RS TE Y RFTOV
ZhTzTICET BRI I AT A TEDL D BEEFNITONTW AL ZHER L.
BREO®LY &) ETHIENTE S,

+ The Accrual to Clinical Trials (ACT) 7’ A< = 2 23U T, National Clinical and
Translational Science Award (CTSA) Consortium OERE CEER Xy F 7T -7 %
L. B L TRBEEODESEVERANDBERAANEZBLCTIRYEAZIT>TWS, £
FTIESHRINEICE W, 2y b7 =0 2RO BEHERRL, KD 7 = — X TEMEHIC
BWTi2b2 TEBIEEDLEL—ATEDLIICLTLE,
©i2b2 V7 b 2 7 TIRIRE OMOP OEFBICI /A oND LD BXIHEIT>TWL 5,
BPBIROZAZ—+ ZF—<DT—KXETILTIE, —2D fact T—7NICEHRDOEME% 3
TTF—T7ANEDIFSNTUVEA, OMOP TIE KX A > THAN SN EHDT—7 L
DEEE L TT—4X%E->7TW% (procedures, condition, drug, measurement,
observation) , ]\ D i2b2 v1.8.0 TIZ OMOP CDM & O E#MABRL T, Th
(£ i2b2 PNEY A > FAY—DREE OMOP O T — 7 V% EE D fact T —7 L &
LTI/ZH> Z&ic&Yalges 45,

L

F—4F—TLFERSNTVDA, SIEERE L UELDT— %y b TS BE
AE—SNTOAL ANBEOEBEAEL) f0, X 27 =27 — 7 LORENY
EThH%,

https://www.i2b2.org/

** Murphy SN, Weber G, Mendis M, Gainer V, Chueh HC, Churchill S, Kohane I.
Serving the enterprise and beyond with informatics for integrating biology and the
bedside (i2b2). J Am Med Inform Assoc. 2010 Mar-Apr;17(2):124-30. doi:
10.1136/jamia.2009.000893. PMID: 20190053; PMCID: PMC3000779.
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***National Center for Integrative Biomedical Informatics

https://www.ncibi.org/ncbcs.html

****Mass General Brigham

https://www.massgeneralbrigham.org/en/about

Rkk*the Pistoia Alliance

https://www.pistoiaalliance.org/

FRIIIIZ R — - AF =T ER/ =T L =7 - XF¥—< (IBM)
https://www.ibm.com/docs/ja/db2/9.7?topic=SSEPGG_9.7.0/com.ibm.db2.abx.cub.
doc/abx-c-cube-starsnowschemas.htm

FrxakEk i2b2 Community Wiki

https://community.i2b2.org/wiki/
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Sentinel

BENS L VEBE

RWD (Z# 17 % Common Data Model (CDM)® =4l & L T Sentinel Initiative % 3/
9 %, Sentinel Initiative (£ 2008 FF (ZKED FDA M 7-EX Y fAA T, EFERKEOT
IF v, EEEBROTRELLERELZEET 272010, BFEOT —ZX—X%Z/EAL
EBRFHEROY 7 b TH D,

History of the Sentinel Initiative

Mini=Sentinel

distributed FOA launches E
database Sentinel System E

reaches 100 run by tha
FOA launches million lives Sentinel
sl?r.ltir.'ml mark mandated Operations
Initiative by FD LA, Center
2008 2011 2016
2007 2009 2012 2019
Congress passes FDA launches Mini-Sentinel FOA establishes
Feod and Drug Mini-Sentinel has suite of anew EEF.“I“EI
Administration Pilot Program reusable ::nnwatl nz
Amendments programming Centnr o
Act (FDAAA) toals for routine a.r_nn:lunnty
queries Building &

Qutreach Center

11. Sentinel 1 =757 4 7 DOFESE

WEE R
Sentinel initiative DfB#EIIXD 3 2D Z—hASEERINTH Y BEWITHITL
TEZBINTWS,

(D Community Building and Outreach Center (CBOC)
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704 b & IQVIA, Nova Research EfEE 7 ->T, LFaF7 b —H ATV RITH
F274T747%)—F L, T—X2ORFABERE L TL 58,

(@ Sentinel Innovation Center (IC)

Harvard Pilgrim Health Care Institute A’F & & A ) Sentinel ICHLWT—& Y —
R ERTE5FEx2MAREL LS. RERKIE. EFHLTH0BEERME L TEE
b3 2F %L RWD DT LT v XAERBIL L T3,

(3 Sentinel Operations Center (SOC)
Harvard Pilgrim AAF&R &R Y BECRAF. TRV ATV R B EDEFEEY
R—bFL. COM 05t L ELZHEEL TL B,

BTr—2ETIHE

BEMERT —ERXN—XVXTLER—=XII, BFALTT—2hoblEREMHEL
THBERTZ2FEeRAAELLI LT, LYEFMER 1000 FAU EDOBERLT —4N—2
~NEEREERTWDS,
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Sentinel Initiative

Sentinel Infrastructure CBER Biologics
Effectiveness
Sentinel Syst FDA-Catalyst i ety (OEST)

B Sysiem iz Initiative
Queries using routine Combines routine queries
analytic tools and/or with interventions and
custom programming to interactions with health CBER BEST active surveillance
analyze pre-existing data plan members and/or program conducting simple
providers 1o complex queries and
studies for biologic products

EHR Complementary
data sources

ARIA: Active Rish

12. Sentinel 1 => 77 4 7 DEE 3 #eE

Sentinel 41 =75 4 714, @MSentinel > 2 7 Lt @FDA-Catalyst #H R — k
I Biee. OCBER £YRF OEME & RE M (BEST) % iHli g 2H4EED 3 DA LB
NTWa, TORTHEERMEEL R 2QE@ICDWTEL <R3, DSentinel > X
TL\T%& X FDA D L OEREFEAEERB L VEFEERICEBI2ERZ Y R—FLTUL

BEEEBEICB 2T —AR—RIPWIEEE, TR T LEERT DL
‘FLquE’] ICEREEFKRBFREEFALTOBROANZ—Z20 L TW5E, FFIC
2016 Eh LEAN R I N2 ARIA LRI 2 HIREZ2EER S X7 Llk, Sentinel
FHRD COM THRESNIZEERET—XE. ZORTENINIZT—XEDRT 576D
— LD BLBREINTEYN, —F DM H AR LD ZRITT 57 T VBN, Th

EFNOEEREBICHIBEET — XA N—REDBMIE-REDEETITY) 2N TE 5,
(@QFDA-Catalyst #aE Iz BE L EEMLEEHE DY & Y F—2 %M L. Sentinel ¥ X
TLRADT—REFEEIETHIET, T—FE@BRELTWLS,
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BT—XETILDOLLAH
Sentinel BT — X X—ZX D L < &

SEEBENMRITT 2B KREEBREBFHILT T —RT—RICF L THRED O
T LERTTDHI LT, BALEINT=DT — 4% Sentinel kAL —> 3>t &
—~NKETHIET, BEOTTANY—DRI-NI-FFE. DITICHELRT—XZINE
METHZENAREEL>TWE, TNICKY, FDARREEZTMT 2RIC. BAHE
EFERTHBRIMTELIABRREAET —XRXR—IABELEIN T D,

7077 LETICEDERCLE

EEEEIL, RBOO—HILT—Z~N—XRN T, Sentinel Common Data Model X =
BT 52 & T, BEBBENAYRIZIND LD BEHEAICHE->TWS, Zhn DULIE
FN=F 7TV L >TVWETD, RBEMIRIEICT AT 7 LEERT 2FELD
R AN RPN EZE T b

U.5. Food and Drug Administration (FDA)

Data Partners [DPs) hold data
in Common Data Model Format

&

Study Design Aggregated Results

v

Cemographic

Sentinel Operations Center (SOC)

&

wEEE v

e Query Results Reviewed and
L Queries Distributed to each Returned to SOC after all
applicable Data Partner (DP) Direct Identifiers are Removed
&
L
DF1 DP 2 DP32 DP 4 DP5 DP “N"
3 3 T - [ma. | wamm
Ll EmE Lt Lol Ll k Ll Ll
ma- mame N it smss kbl rame
L] Ll L] L L] LLLLE LLLE] L L]
= Secure Data Transfer = H— — anes anea p—t
e [Tt ] mamm 1] mmm mmEE mEmm
LLLL Emw Lo Ll LLLL] LLL mEmw

13. Sentinel 8T —ZX—ZXD L < &
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Sentinel YA TFLICEEFNZT—2AR:

BHICETIEEEBETORETABBRCRRAEE L OFEKRBHELR—RIZ, BED
ECOEEKEZZZ L CWE LTH, ZHCFRFER (Procedure) | LAZEER
BREEBOND ZEMFHER>TWD, INBICIMA, 77 FPRE. HA. TD
tDOEXIERCEET 7 b D LICET 2ERICET 2MMOT —2N—X & $HEELTK
V. otk BIRI N TV A,

Sentinel Commeon Data Model

Mother-Infant
Administrative Data
Linkage Data s

[ Fatint 10 l Patient 1D I Fatnt ID Patint 1D Patient 1D Patet 1D Fatant ID Mothwr 1D Fadility ID Provider ID
Enrcliment Start _ . Encounter 10 & Encounter 1D & Encounter 1D & Providar Specalty &
l & End Dtes I Birth Date I Provider ID [ T I Tyee Type Encourtter 1D Mother Birth Date Fadlity Location . Code Type
| S ] e | owriog 0w | swvicaownen | | provswin || proviser 0 Provd 1D Encoumtar 10 & Typa
l Drug Coverage. I Postal Code I Rx [ Facilty 1D I Service Datels) Service Datels)
Medeal Record Disgrosn Code Procedure Code
[ Avallability l Face l Fox Code Type [ o I A Type & Type
| = | ooy -l
Amaunt
Dispensed

nt Daitz

Patient-Reported Measures (PRM) Data

a
=== PAM Survey
s

a Inpates
Inpatent
RN e

Pt i0 | bl Pathat I [ Faent ID I Pasient 1D Measure D Fatiest 1D
Death Date Vaccination Dats | Encounter 1D Encaunter 1D Fasult & Specmen || Mesmramict Date &
— Dates Time Survey 1D Ercoarter 1D
. g Collecto
Date Imputed Flag Sourc Admission Date il Thoe At 1 TeaTiee inmstacr || peigpe & Weight Question 1D Measure ID
| =
Source Coefidence Vaccie Cade & Type ; Togkal Gbsaevation - .
J ey & End Date & Time gl Dbiar | st & Syt e —
Cortidere B Provides | Rl i et and Codes (LOINCH) pow—
[ Ex I'mll-"m
b B Festn Blood Type Rusponas Taxt
B
- | = | -
[ =

14. Sentinel Common Data Model & EFN 5T — X
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Enhancements to Sentinel Common Data Model (SCDM)

3.0: 7.1.0:
Added State Vaccine Table*; Expanded Laboratory
Converted Laboratory Table Results Table: COVID-19
into Laboratory Results Table Diagnostic Test Results
4 4.0: ? 8.0:
1.0: Expanded Added
Sentinel Enrollment, 6.0: Prescribing,
Common Data Demographic, Added Inpatient Facility, and
Model (SCDM) and Laboratory Pharmacy and Inpatient Provider
published Results Table Transfusion Tables Tables

I 2011 [ 2015 [ 2018 [ 2022
2010 l 2013 l 2016 l 2020 l

2.0: 5.0: 7.0: 8.1.0:
Added Expanded Laboratory Added Mother- Added Patient-Reported
Laboratory Results Table; Shifted Infant Linkage Measures Tables, Multi-Racial
and Vitals Laboratory Results Table classification, COVID-19
Tables Guidance into Separate Antibody Test Results,
Documentation expanded Procedure table to
he State Vaccine table has not been in use since SCOM v6.0 capture CDC CVX codes

15. Sentinel Common Data Model D #8E584t, o [FE 52

T—2BAFIE L mERE

SOC & & T — KRBT HHF T, Sentinel ® COM Z#RIFEICERT 270D HA K5
47%W&L HEPEBIEEICIESDZEARVLSICL TV,

£9. ToXBEHEL. REOA—HLYRTFL (RBEFBRRAT L, BFHLTE)
T — ﬁ%?ﬁﬂﬂd?%o RIS, T—xIBMHF (L. Sentinel ® CDM DR IHE » TE
95, mEIC, BT — X% SDD IC*ET 5, mBRIIGUTD 3 L NILOREEZET
S>TW5,

L~V L e EBMED BEIREE - BHCE. T — 7 L2 R0OIEE O X E % 1REE
LARIL2 : T—RDEK:: T—7ILEOT—20—8t% 58 T

L~L3 tgE#HET -2 OB F v o

LA ELRIL2IET—RIBERERMTEE V07 7 LICE > TiThil, LAL3 I
SOC AEMET 5, INHITXTE27 Y TT 5E Sentinel D7 —X & L TOFERHK
REIND, TOLSBRATALREZBE T, T—RIREEAOEBIBA&ERL7- L
T, REICHE T —20RE®E—BEIMBRIN TV D
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Sentinel Data Quality Review and Characterization Process

Preparation Transformation Distribution Quality Assurance Checks

I = Model Compliance

Data Partner runs quality review and
characterization package completing the
following:

Sentinel Operations Center
prepares quality review and
characterization package for
new dataset

Data Partner transforms
source data into the Sentinel
Common Data Model

Sentinel Operations Center
distributes quality review
and characterization
package for new dataset

-Level 1 checks: single table checks
-Level 2 checks: cross-table checks

Quality reviews and characterization
package outputs lists of errors or
anomalies (flags) identified during data
checks

Data Partner resolves these flags and
sends a detailed response to the Sentinel
Operations Center

& Data quality review and
o characterization process may
refresh quarterly, semi-

[} annually, or annually,
w

depending on the data partner

Quality Assurance Review

Sentinel Operations Center receives
output from Data Partner and reviews

Sentinel Operations Center runs
> 500 diff t additional quality assurance checks.

Completion

Approval

Sentinel Operations Center
Quality Assurance Manager
approves dataset for use in

queries

Data Partner investigates
Issues identified in report
generated by the Sentinel
Operations Center and

resolves remaining flags

Level 3 checks: cross-time checks

Sentinel Operations Center evaluates
Average: 10 flags any additional flags and creates Issue
report for Data Partner to address

X 16. Sentinel T —X OBRRIE O+ X

MSentinel > AT LDER

Sentinel 28T — & X —Z |4 2000 £~2023 F X TICHEET 4126330 FADEH ID
DEHFINTWDS, RERT 7V OBEICL2EEZZERLTH, P& 34200
AANDT—ZR—=RER>TWD,
T—AR—=XAITIE, 1E 1290 BAOFRT —2, EXR11IEBAFOT—Z, 197 B
DIHFET—%, 202 EAHOERZEKS (Unique Medical Encounter) . 6730 /&
ADOBERERICINZ ., 800 AUEORBFHET —2AEENTWL 5,
Sentinel DELT —ZR—XZEFINTVDE X U N—HOHEB LT 17 ISRTBEY,
2019 FICHEBHHIKBICHED L7=DIE. AT A4T74 DR TR THERMLIZZ &
ICE5HDTH %,
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Member Enrollment in the Sentinel Distributed Database, by Year

150,000,000
1482M

140.4M
1387m
125,000,000 |
100,000,000 | 108.1M
sam
75,000,000: S
708M
L%
S4IM g3 e1am

50,000,000
25,000,000 19.1M

ism Im 3™ oM 42M  4ABM

- O mm o mm E

. 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

Number of Members

Year

¥ 17. Sentinel DElT — X R—RXIZB T EMDOERMR
MG EFHE O HERLI-Db D, DELEERZONANAN—INTWELLE

1490 GAD S B, 6 hAKELTERDZ W 3{E 3970 HAT, b FULDEFHAM & REF
5286200 FAELE>TWD,

78



Length of Member Enrollment Spans in the Sentinel Distributed Database

450,000,000
414.9M

400,000,000
350,000,000 339.7M
300,000,000 287.9M
250,000,000
221.6M
200,000,000 194.2M
149.6M
150,000,000 132.5M
96.0M
100,000,000 86.6M
680M  g2.0M
50,000,000 . .
0 ! | | | | | |

Any length At least At least At least At least At least At least At least At least Atleast More than
6 months 1 year 15years 2 years 2S5years 3 years 3 S5years 4 years 45years 5 years

Number of Enrollment Spans

Length of Individual Enrollment Spans

18. Sentinel 98T — X X— X BT 2 BEZHFEERESERK

KERIZH T 2HIBDANL v PIEPPREDUEENS A >TWDEH, HERIPEEIC
LB oDEFINI L,

Member Distribution of the Sentinel Distributed Database by Geographic Region

19. Sentinel ST — 2 XN—X=EDOHIENEK
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Age Distribution of Actively in the
Sentinel Distributed Database

20. Sentinel DELT — X RXR— XS E DM EH B

B o riEREA

PITEREAIE LT EIC 208N 1oaicmmn9érﬁ7»ju2A
DF v — FZHMFHM (2024 %1 B 19 EI/\T)?‘:P) T, ZOMETIEHEET VNN =
27 L (IDS) ICBITAEEDHFL E2—%2FHL T, Sentinel VXTAW’G‘E@@’)D‘
S TWA COVIDIOEEBDEFEET7/ILITY X LI L THERNFEEH L\’CELI_‘Tﬂﬂﬁ%E
INTz, 208132023 F 7 BICRFIN/FwX T, 2020 FE 2 A~2021 F 9 AIC
%, KETCOVD-19 IZEFEL TARLI/NEAZ I iBEE s TICBEL T, BFHL
TIERH, S L7 Sentinel D87 — 2 AT LEFB L TIThN-%A0E E DR ER
DX T %, BHEMEECHERMEOEEBCHERRK. IBER CEEMICEDL 2 E0HE Y
27T LR, NEIZEIT S COVID-19 DZEERADEREIREE - 7=,

W:RE

COM & LTI T —R2 DT —7IIBEIFZRENL L TLWE D, BEERAAD (semantic
%) 1BEEAL ’i?%&ﬂ@?méhfﬁi@m FHEE O RE L TWET—XIE
BIIEEZOMBRELZEHEATL VWS BNICE>  TWE—ATRENTHE EH LR
N
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PCORnet

HENS L UHE

PCORnet (3, fiRZ LV LM TLY BELCIVRVWHDICT B7-DICHEEINIT —
RRN=ZADFy N T—0TH52, BREBRREET —XCBEEFDA U A~ FFI
ROMBE ENETETCRFICOHI > TEBEREINTE e, T—R2BERTE L
T, BECHEF A NERALEORREE L OFRBICN T 2EHBIERICHT- 5 KREL
MRLEYR—bLTHBY [y bT—0HD2y bT7—7] EFENTWLS,

Br—2ETFIVIE

F—RYY —REMRTIE

6600 %R 5BFHILTERY. REEZILWVER, BERET —44Er0
B SN DREBFERS. &KX TEM 3000 FADULEERESIALTWSE, IhHDT—X&
lZ. 8 DDOKMELERAKFT Y b7 —2 (CRN) ONEEMFR Y FT—2 ETIL
ZNLTCT IV ERTZIENTE, BERLOMBRZHEEL WS, TN 8 DDKKR
EreE% (CRN) (C1E. @KOFERBRKRMARENEEL CHBY . ZTOEAILRAMF & F
BrT—23y b7 —0FABICRETZEXELIToTWS,

Providers and EHRs, claims, and
researchers patient-reported data

—

L‘_l

Patients, caregivers,
and advocates

X 21. PCORnet DIERT —X Y — X
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ADVANCE PaTH
Network
s INSIGHT - NYC
ore Q iR s Q ; PEDS
o . V- PEDSNet
o oa % -sis
B STAR
e %
: > :.
2 : L OneFlorida+
o ° T
REACHnet

.@. pcornet’

22. &XKIZH TS PCORnet ® 8 DML IEL > X —
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WMIEET— X LIEELLET VDL A

ﬁ(*ﬁﬁ?—ﬁéﬁﬁf‘i}%@?’é‘ﬂ 1[:75‘/\51&36 PCORnet TIZT —& %% v
b7 =0 RTLATHEBEO B—FEICEE(T ST, JYRRGAS YA bD
FEICEHLTWS

R ICEIR R R RTaE A T — &

JECH. 2. EERF—4—. BREBER. REBR. AOHEH. FRFE
INLDOT—XIFEERFTEL O AFRJGERT — X T, PCORnet 0BT —X 2 v b7
— VAR TEICEE{LINTWE O, FRICT CITERT 2 Z & A A8,

MR AFEREEFRDOT — X

HIED— NMER. BRICET2HRNWATEER. NABZFER, £RIEHR. BERS
T hhL, BEFHER, BAEEEZN—XICL-HEAE. BFAHT—4
INHLDT—XIF—EBOBRKMAT TCAFARELRT —KXFy F7—27 D7, PCORnet
DIHBET—XETINE—RBICHATBICIE. BIMFEDIDRELRDT—XETH D

Available, But Still Evolving

Social
3 Tumor -
Geocodes Determinants Regist Biosamples
of Health By

Natural
Patient- : Language Patient-
Genomic 2
Reported Reatits Processing Generated
Outcomes Derived Data
Concepts
Data available from several Clinical Research Data available at some Clinical Research
Networks, in the PCORnet Common Data Networks, may or may not be in the
Model and ready for use in research. PCORnet Common Data Model and
require additional work for use in % pcornet i
research.
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23. PCORnet (CH T 2 EIEEFI A & BIEEDN HELR T — X FER

2024 £ 3 BIRTEIEEALETIILOREF/N— 3 >3 Versionb.1 T, LUTOK 24 12H 5
T—T7IDBEBREN TS,

|

PCORnet Common Data Model v6.1 Tables and Constraints

DEMOGRAPHIC VITAL PRO_CM MED_ADMIN LDS_ADDRESS_HISTORY
PATID PATID PATID PATID PATID
VITALID PRO_CM_ID MEDADMINID ADDRESSID
ENROLLMENT MEASURE_DATE PRO_DATE MEDADMIN_START_DATE | | ADDRESS_USE
PATID VITAL_SOURCE ADDRESS_TYPE
ENR_START_DATE PROVIDER ADDRESS_PREFERRED
ENR_BASIS
- DISPENSING PATID PROVIDERID
B o PRESCRIBING_ID IMMUNIZATION
PATID DISPENSINGID 0Bs_cUN PATID
ENCOUNTERID DISPENSE_DATE PCORNET_TRIAL F oatio IMMUNIZATIONID
ADMIT_DATE NOC PATID OBSCLINID x—ggx
ENC_TYPE TRIALID OBSCLIN_START_DATE .CODE_TYPE
PARTICIPANTID VX_STATUS
DIAGNOSIS LAB_RESULT_CM
PATID PATID DEATH m_ﬂl I HARVEST
DIAGNOSISID LAB_RESULT_CM_ID PATID PATID | | NETWORKID
X RESULT_DATE DEATH_SOURCE OBSGENID DATAMARTID
DX TYPE = OBSGEN_START_DATE
DX_SOURCE LAB_HISTORY
CONDITION DEATH_CAUSE HASH_TOKEN LABHISTORYID
PROCEDURES PATID PATID PATID LAB_LOINC
PATID CONDITIONID DEATH_CAUSE TOKEN_ENCRYPTION_KEY
PROCEDURESID CONDITION DEATH_CAUSE_CODE
PX CONDITION_TYPE DEATH_CAUSE_TYPE
PX_TYPE CONDITION_SOURCE DEATH_CAUSE_SOURCE

24, PCORnet Version6.1 |57 57— 7 IL#ERK

F—RIFVF4IE 2B O LI TCHFICLE2a—SNTWE,

FE—ERETIE, PCORnet 0T — XIFEBRLERFICEML TLWBEHEI N ZFAND
T—ROBEEM., P OI—FOBEZEUTEME. BHIWEBENICERL S Z & ZRIEY
21O DZEME, BHOMICT—2AERLBWVWL S ICT 2720 0KEED 4 DHAE
N5,

FZERETIE. BFOMBRENICHTET —FREDL NILERIET 5, PCORnet
AL R—E, TORRAERT — 2o, HEOMBCHZAERIANICEITEER
ZHICH L TCRELOBESZRAELTCH Y, HAREEBOSHEBRICES L TW 5,

PCORnet Dt % 2 Y 7 1 OEBIE. HIPAAEIMOD 7 7 4 7— 7+ — L TREI N Z
NZNDOZRY bT—IRICT— 2N BE>THY, HESNLE—DT—4T—LPT
— RV IN—RICT—ZHBEDOLNTVWEWVWRICH D, 7T EZDREIIRERDE
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MYyH—Fxy h7—2 211 —RK—%JL Distributed Research Network Query
Portal /M L TEEI N, KBNS L1277 REECEERLR EBRER ANV IHHK
MTWBT-SH, RERNRDIFROANIHEEFEIND, 7TV IET—RICEKEIND
B, MEEICE>TL DT —RZDHDOTIERL IR (B1F) OHRICKD,

BERk EFHARE

PCORnet ZRIA L 7-WiGEIZ. UTDRT Y 7 TITH, $TRXTv 71 TlE T—
2 ELEN PCORnet @ [Front Door] hoBM%ZXS, RICAT v 72 Tlk, AL
YR—DERORNBRERBEL., T —XEEFEICRORT v 72#ENT 5, XTv 73T
E, ALV —DELEEZI7T)ICERL, 777 FLEICHI2L2EOBFRINIF—
ZNENLT, 2y bT—=0NR=bF—~KET D, REDRT Y74 TlEAY FT—
JNR— b F—PRBL XD OT—REBLHEZBL TEONLT —RITREZIT I,

Step 1 Step 2 Step 3
The Requestor The Coordinating Center The Coordinating
submits a question reviews the question and Center converts the

request into a query
and sends it to
Network Partners
via a secure portal
in the Cloud

consults with the
Requestor about
next steps

through the
PCORnet® Front Door

25. PCORnet #|HZE COFIE

Step 4
Network Partners
provide a response,
which is sent back
through the
Coordinating Center to
the Requestor

PCORnet 7 — &2 & 3000 AAD T, H26ICH5 LD IC. XKD HRZ R TH

IR Y DR WT —XTHDT ENDD D,
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< 100,000 > 100,000 > 1,000,000
Encounters Encounters Encounters

X 26. PCORnet O&2XKIZHBIT2T—XnHE

Identify patient Connection to
Feasibility populations for Coordinated patients and
queries trial recruitment data curation providers
PCORnet @ © @ [}
The ACT Network ® @ ® @
TriNetX @ ® @ ®
OPTUM 2] @ @ @
OHDSI . . . .
Sentinel . . . i
@ = capabilities @ = limited capabilities @ = lacks capability @ pcornet”

K27 HOTF—EZN—XEDLEFE
WS irER S

PCORnet (U 7L T —IL KT — X R RILEM T, EFHREERE. BEES X T4
OB HREITTEREINTWS, UATICEADEG % 3 2BNT 5,
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O FHHRICET MR

BESHEICBIT2EEMEREEORR 7 1 v A

FFTERRE | — AR OB FHEDRA L 75 MU EORAEZ FHICERN ?
MR © 22K 100 EXICHE T2 T MU E 2 FADEBET —X,. BFHLTIER. X
TATTT—X, BERAE., WAERAELZRAWERNAT YA TCEEI N,
HRA~DER : PCORnet DFEFIRAFICEL Y —=2—3—7 X1 L X AARP HiR, #75
DL ZTHA FikE 4T, Ml BEZSKICED, PCORnet IS INAfERE & 142 5 &
DBEEMICH LT, EEMEZMRNICKIET 5 2 ENRIEE Lo T,

@ EIGD M
TR UEREICET 5 BEFROORBNGLNRITMAR
HIRERRE - 1) MR EHMY R BRAMLICRENNZ Y REBDZTRAEY Y HEIX?

2) PCORnet #AHWT, BFEBED R I A N A BERABRET L

DEEZRDIFHZENTEEN?

MERBE  EERAERKREE T 40E5% 15000 ABOLEEEEN 38 HARBSML.
2021 % 5 AZ New England Journal of Medicine (Z:@X3i8E, = 7=,
MREAOE : BHREEAOUEI LI 2R L X —%2F{TTH2 L TA93 ADS
MED /=Y FILER MY —AHETHIEICEBLTZ, fHICH, ZEEMEHRETT S
ZET, SURVEBEMTICHEITEZAI 22— 3 vOFEELC, BEREDESIC
£B5EMEOEEICHEEBL 7=

3COVID-19 1 »H 4 FICE T 2 BRAZL (HERO : Healthcare Worker Exposure
Response &Outcome 7Z v b 7 4+ —LDER)

ERERE  FE A F VAN RBETE ICB T D RIMDEM LA~ IR 7 B EREE T <
ANDFEEL EDERICEL T, PCORnet (FARA I 2 =7 4 7 )L— 7 ORIHEHN A BE
M ?

RBE © ~L 7 TH#E T < 3 B A EA HERO ICEEK L., COVID-19 (X3 5 &
Fox>/rnoO0xvBe 78R RBEDT VY ELMUARAERS N, FFRIOF T4
IWABEE T 0 F v EEREE 20000 AL ED 2 £MIChHh-2 22 HICET 2 HAERS,
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HEA~DEH : PCORnet 1, A2 =7 4 ZRRICHEEL, BENFOZ LA TERL
IRRATFTTHERRICA YA FERBITHDICERIL- T,

WRE

BEAOHRE L TWET—XEENRENTH SR, AEBEOREN—EOEEBICR
LNTWBEELHITOHND,
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3.3 OHDSI & OMOP CDM

FERD L S 12 DA DIEET — 4 EFIULABER. FHINTWS, CALIET—%
DEECANBRAETIIEDTVWDHDOD, PICAZHEOI—FERETIIEELT
WEWL, ZDEIBHR, T—XETNMCASAE (FF¥vy77U—) ICEBLTL—L%
WET 2 2L TTF— R OMRL PR EDENITITRAS LS ICLET—KEFLEL
. ¥ OMOP CDM (TEEHEE > T %, AEITld OMOP CDM (ICDW TR T
%o

BENS L UEE

OMOP CDM (£, UTIT =L FT—RFARPT —EX—RB/EEBHICT 270D
BETF—XETILTHD*, &b & 2009 FI2thF > 7-KE NIH (National Institutes
of Health) . FDA (Food and Drug Administration) ¥ & UOKEMREET EHS
(Pharmaceutical Research and Manufactures of America, PhRMA)IC &2 7By =4
b T&H 5 OMOP (Observational Medical Outcomes Partnership) ICHEWWTT—4 R
— XL PEEROLEMRAEETZRHICT 2RADNRIEGETH D, TDEREUICEITS
T— R TORIEHE T, OMOP COM, K*¥ v 77— (HEL) . VT7ILT—IL T
— BN DA ERDERY & L THEOoNT, BEFINEZF T AT X032
7 4 T&% % OHDSI (The Observational Health Data Sciences and Informatics) #%5]
RO THEIETCHEY . HRT0HPEULICEAZEVBA LG >TWS, BB, K
EVIF—T v —REBmoTW B,

WE = E

BT D & 5 12 OMOP DELY #2#4 (L OHDSI ICH =7 > H A4 TV RO HHE LT
5l Z AN, 2015 F IR D OHDSI > v RT7 LHEEE S 7=, OHDSI (ZERERIFZT
ICLBEREFERDOIDIENLRIBEN AR ERIBROERZE s> LTHY,
Innovation/Rproducibility/Community/Collaboration/Openness/Beneficience @ 6 D
N 21— LTW3B, HEREGAS Collaborator EFEIENDHAEN KT > T4 7 TS
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MLTHEY, RRANTZ 9T A REHBLENOT —XIBHE V7 b7 HERT
TICEY A TWD,

BT —2ET)VHE

BIRD & 5 ICT — X IFERMEE R, 2F. IR ESHRA—RFIBOBMTHREL
TWB, BIN7+—< v hOHE—DODSRIEET 2 HELNT—Zty ML
TEH>TL %, OMOP CDM IZERRHARDE - XK - ZAMZM ET 57-HICT — X
DIEE[XM X], AA. BLUBITAEIZENL L TWE, T—XDEEDOHRIFAELCZ
DHY, TEEE (T—XETI) ERBRNR (F¥+77U—) THS,

FCTHEELARIAZR/-T DA, OHDSIBERF v 77 —ThHhb, ZNIZLYBE
B - BENINAEEFHEL2EET - L ETILOZBEICKML, BLDOEEL SN
T-EARIER DT F RO ERAN AL 0D, BERF Y 77U - LTHEEINTLA
WHDHLEDHEFEINTVWDE TR TOREEICIZ OMOP conceptid AE®H SN TH Y [H
X], BERF* v 77U —LORLBRIAED SN TS, OMOP CDM ICHEWVWTIZZD
BERE v 771 —(CEDUW conceptid ZFRAT 52 & T, T— XD/ D
MENRF v 77 —Z2TFOHRWNGEE S ERRENICEMELTWS,

OMOP CDM F—7 ViR (ver.6.0)

Person Standardized health Standardized
system data metadata
Observation_period | Location l.\ | CDM_source I
s [ﬁ atadata
Visit_occurrence Location_history Metadata
SR T — 4 . I Standardized
(1 55 N l/) s - N Provider vocabularies
T—7) 3 \ e Concept
E Iy Standardized
=B\ elements [ vocabulay ]
£ +*_Procedure_occurrence
= i\ Conditi era
© |\ 5 i
W\ - Domain
kY I\ Device_ Drug_era
a |\
B \\_{ Dose_era Concept_class
I [corent emtors ]
pt_relationship
2 I Note Results schema
.‘2 I Note NLP Cohort Relationship
| |
i\ Cohort_definition
- Survey_conduct = Concept_synonym
1 L

\
[ Overaior}| | Standardized heaith | [ Concep ancesor ]

1\
\ :
ot Soure_to_concept_map
'——Ul Fact_relationship | [ Payer_plan_period | | Drug_strength |

(Hi77) The Book of OHDSI
https://ohdsi.github.io/TheBookOfOhdsi/
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X 28. OMOP CDM 7 — 7 /LiERk (ver.6.0)

OHDSIZ#RF* ¥ 75U —IcHBITBa27 FDfl

OHDSI Vocabularies By The Numbers CONCEPT_ID 313217 ¥h[ Primary key J

+ 10,218,572 concepts - 81,243,356 concept relatlonshlps CONCEPT_NAME Atrial fibrillation | < English description \
+ 3,549,524 standard concepts _
780,207 classification concepts « 85,241,004 ancestral relationships DOMAlN_lD Condition 3 ‘ Domaln ‘
+ 135 vocabularles + 3,268,183 concept synonyms Jd
« 42 domai VOCABULARY_ID SNOMED T — Vocabﬁularyﬁ ’7
1 Shared to Enable Data Standards CONCEPT_CLASS_ID Clinical Finding | < Classin vocabulary | \
STANDARD_CONCEPT S «—____| Standard, Source |
CONCEPT_CODE 49436004 | |OfClessification |
VALID_START DATE 014an-1970 |« \13’3’_"&‘“’“'3”_]
VALID_END_DATE 31-Dec-2099 | <———> Validduringtime |
S interval |
INVALID_REASON
(tHF7)OHDSI Our Journey 2022 edition (HF7) The Book of OHDSI
https://www.ohdsi.org/wp -content/uploads/2022/10/OHDSI -OurJourney -2022.pdf https://ohdsi.github.io/TheBookOfOhdsi/

X 29. OHDSIE#RF v 77U —(CHF2artw7 ~fl

B/ 7027 - 7—F%T9F~%

OHDSI TlE, BET —XETIICEM LA —T >V —XDY —ILZRHELTW
5o INOLDY—IILERBITIERT 2T, BITICHD 2 NOBIRE. BRIECE
BAMEDRLEE NS ZDODX Yy b EBZIENTES, BIEWY —ILHF — 7V ITER

AR LV ITRBEDRNHENTWE E WS Z EH OMOP CDM O—2 DK
TREF-E LTV,

ATLAS :

OMOP CDM O F — X 12X L TR %Rt - E1TT 570D Y —ILTH S, ATLAS &

OHDSI WebAPI & & %L:?@”*éﬂé web 77U —>arTchHlY BALRNILOT—
RICT VRV RTDHDREDNHD-OBEIIEEEDT7 7 AT —T74—ILRICA X b—JL
N5,
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HADES :
F—TvY—=RORNyF—TDYRbTHY, OMOP COM ERD T — X DBk LA
OtETEENT. MEROERET—BY OBBMRZ Y R— T 5,

Data Quality Dashboard (DQD)

OMOP CODM R DT — X DB D% ITH Y —IVThH D, T—RaT—7INLBLV7
A—ILRTEICHERLERICERLAWL O—FHEFABL, —FEOEELHI-ITHE
I N EFRT D, DQD Tld 3000 U EDIEE %= HeRT 5,

ACHILLES :
OMOP CDM JER DT — 4 XN— X DEHDER ERIRILZ1TH Y — L TH %,
ACHILLES (Z RNy —2TH Y #ERIT ATLAS THRRT DT ENTE D,

ATHENA :
SERF Y770V —RETHY REPA—FZITI ZENTE S,
WHITERABBIT 3 & U RABBIT-IN-A-HAT :

7 — &% OMOP CDM ICZ#:9 % ETL OEARIES 2V —LTh 5,
WHITERABBIT ©7—% (F7—7 L, 74— K, fB) ONE%FHEL. RABBIT-IN-
A-HAT TT — 7 LEDXS 7 & ETL OREHCHERIER RIS 5,

USAGI :

V—AT—ZHh 5 OMOP A —RFADvTy By I A2XIETEHY — I, EBHEHDIELIL
Im-a—REaSyEVIEELTRRT S, v EVIHELL AW —Y ="~
ZaTIVTEBET DI ENRRETH D,

BEEFAE
OMOP CDM % JEA L -8R, 7T—XETAPHRF v 77U —DREDHI.
BITOA LR/ T — 3 ORRAE, BEFX TIC 550 U EDOXXEAFERI AL TL
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OHDSI |& community forum (235112 web ETOE RIS, EHIRZA community
call DFMEIC L 2 IEWMABTPERL EZTHORBEZEI TS, 7. BF global
symposium ZBE L TW5, ZDfth website EFTHEPC ML —Z Vv FTRBDOAHAZTE
BAJICIT>TCHEY, HETHTI7ELRTHIENAIETH 5,

OMOP CDM [Z# D & 5 (2HKE NIH, FDA x> EU @ EMA 2 i5 &E TERIED
LNTULD,

W:ERE
BEREF VYT Iy EVYITEINTVWEIENREROFETHEIN, ZOHT Y
By EEC T —REBROI-ODIEEENKEL L S,

(8]

*OMOP CDM (Observational Medical Outcomes Partnership Common Data Model)
https://ohdsi.org/

**OHDSI Book 2023

https://www.ohdsi.org/wp-content/uploads/2023/11/0OHDSI-
Book2023.pdf?_gl=1*15d57uy* ga*ODcwNjMONjY2LjE20Dg2MjkONzA.*_ga_BHVF6
62WPC*MTcwODczNDMyMC4zNy4xLjE3MDg3NDAxMzcuMC4wLjA.*_ga_PNYYSZV
RVX*MTcwODczNDMyMCA0MCA4xLJE3SMDg3NDAxMzcuMC4wLjA.& _ga=2.67675153
.1641239374.1708736179-870634666.1688629470
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https://ohdsi.org/
https://www.ohdsi.org/wp-content/uploads/2023/11/OHDSI-Book2023.pdf?_gl=1*15d57uy*_ga*ODcwNjM0NjY2LjE2ODg2Mjk0NzA.*_ga_BHVF662WPC*MTcwODczNDMyMC4zNy4xLjE3MDg3NDAxMzcuMC4wLjA.*_ga_PNYYSZVRVX*MTcwODczNDMyMC40MC4xLjE3MDg3NDAxMzcuMC4wLjA.&_ga=2.67675153.1641239374.1708736179-870634666.1688629470
https://www.ohdsi.org/wp-content/uploads/2023/11/OHDSI-Book2023.pdf?_gl=1*15d57uy*_ga*ODcwNjM0NjY2LjE2ODg2Mjk0NzA.*_ga_BHVF662WPC*MTcwODczNDMyMC4zNy4xLjE3MDg3NDAxMzcuMC4wLjA.*_ga_PNYYSZVRVX*MTcwODczNDMyMC40MC4xLjE3MDg3NDAxMzcuMC4wLjA.&_ga=2.67675153.1641239374.1708736179-870634666.1688629470
https://www.ohdsi.org/wp-content/uploads/2023/11/OHDSI-Book2023.pdf?_gl=1*15d57uy*_ga*ODcwNjM0NjY2LjE2ODg2Mjk0NzA.*_ga_BHVF662WPC*MTcwODczNDMyMC4zNy4xLjE3MDg3NDAxMzcuMC4wLjA.*_ga_PNYYSZVRVX*MTcwODczNDMyMC40MC4xLjE3MDg3NDAxMzcuMC4wLjA.&_ga=2.67675153.1641239374.1708736179-870634666.1688629470
https://www.ohdsi.org/wp-content/uploads/2023/11/OHDSI-Book2023.pdf?_gl=1*15d57uy*_ga*ODcwNjM0NjY2LjE2ODg2Mjk0NzA.*_ga_BHVF662WPC*MTcwODczNDMyMC4zNy4xLjE3MDg3NDAxMzcuMC4wLjA.*_ga_PNYYSZVRVX*MTcwODczNDMyMC40MC4xLjE3MDg3NDAxMzcuMC4wLjA.&_ga=2.67675153.1641239374.1708736179-870634666.1688629470
https://www.ohdsi.org/wp-content/uploads/2023/11/OHDSI-Book2023.pdf?_gl=1*15d57uy*_ga*ODcwNjM0NjY2LjE2ODg2Mjk0NzA.*_ga_BHVF662WPC*MTcwODczNDMyMC4zNy4xLjE3MDg3NDAxMzcuMC4wLjA.*_ga_PNYYSZVRVX*MTcwODczNDMyMC40MC4xLjE3MDg3NDAxMzcuMC4wLjA.&_ga=2.67675153.1641239374.1708736179-870634666.1688629470
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3.3.1 % RWD CDM ®;&\»

i2b2, Sentinel, PCORnet ® CDM (Z7 —Z D#EZIETE L TWBH ., HE (R¥v 7
ZU—=) FEMATZI—-FOIBEEAMBENICITIToTULARL, T, BITY —ILIC
Lo TR LICINDZERDITTEIRELNH B, BITICH D BHANKEN—F
T, BT —RFNZ—/HEETOEEZEDOEENDLEL - V=R T —RICEENDERN
ZTHICEYRIEBLICCWEWI XY v FAH B,

—73 . OMOP CDM TIIREMLHE - I—FZEELTHY., Thoz~vvyEY
TLImT—ER=—XDTEHN S, ZNICKYRRD DOMEKRMICHENTZITI) ZENTE
o T212L. V=RT—RDEBEE@HOHDOTIERL, ¥V —AT—RICEENIER
HFCELREITEBAEOLTICRIBIZE-DIITYEV T FENDOMELERIND, X
CT—=ZHRNE—IZBFHT—2D OMOP CDM ZE#a°, T —ZRXR—RDAVTF VR
ax I\7b“75‘75‘%>f:&5 it At L COBENRETH S, £7-. BERF YT 7 —
ICAR272T —ZRXR=RZABLTWIIHz>TIE, ENTOI— FERHIERL NI
TEGZEE, HROO—FERDS OMOP DIZE#,RF+ 75 1) —& LTIREEINT
W2a—RFER~ANDY vy EV IR ELEL D, OMOP CDM TIZERF ¥ 77U —& &
NTW3HoE SNOMED CT, LOINC, Rx Norm & Wo 7=FKDIZEEREEZSIBE L
TWBZeNEL, ZNHOI— FMERIFEANTIEANMEEZEOFRV#HL VLWL D
NHbHZELHEBTHD,

94



— §§§|CD\/|/&‘ T

34 F¥&® EARICHIIIRELTR

RWD OBMAAER L. B - ERBEBOXBICEVWEBICERNIAZT LI LI
WH ETHAEL, T7/EL/—@LJb}$%%@J“—QE@#j:1#“ RWD & LT
EREINDIT—XOBEHLLNY 22HY ., ENAIL - £ —FTOREICHE S Eft
FRE (MENICREIRINI2EEREET — &) IRENTHD, —H T, WEZ THE
FAOERER>TWS RWD £, REEBERBN—X WAHZE, EHLETH) | ®REBEEN
—2 (ERLE7 ) | EEEE~R—X (EFHLT. DPCT—%) EOBERICLY
REINTWEEELT —XTH 5,

REBIZCHEWTIE, RWDJERO®ICIE, LS (B) . RS (B) . BE. MBS0
2D 4 ODERH BRI mbf%%ofmé EDPMBTHDB I EEBN LT, £
7=« RWE & LTOTF—KAGERICH VT, 4 DDRE, b [ER] [#iEt]
[MEANERRE] [T—XEOLREFEE] W"BDZEa2BEH LTz, Z LT, BPED
KREBTEHTZRICIE, ZDADDPNTNHESERBARTRELD L L THRFTRIAKE
W,

FRIC TIER] OBATIE. BFHALTIEROEE(ZBIT, EEDXSMEY a >
2030 WHEESI N TH Y | EEFBIIAOEBITEMRE TH S HLT FHIR DBEAAVEF
ICEmINTWD, TNIEE2ETHENRLZFO [BA] 0T —2% [AA] D7=HITE
42 (Whwa, —XFA) O-doiFEfThHY, RWD % [EM] & LTk 7
DITIE, T—RXORAZBL LOBEEOEEMHDRLEICH B, ﬁﬁz—gmfrlwm
ZHE (A7 TRHELRY) | ZRIEX [T—2MEokBEHE] #EE L5
IZ. ZORICBITFIERIIEZINMDNDEVHKRRTH Y E%:%ﬁ%ﬁ%méﬁ5
CEDRETHD, FERE - BEBEBICEVLWCE [MBABRRE] & [FER] &
DIRICNT VY ZAZIEBRNEVWHIBRRZBICTFOLENH DL EHBEA T, ENAEICE
WTEAEICBLWTEEZRICK 2 RWD COM OEBDRIIAEA TS, F4E(CTT
S g 2 EANEICH 1T B SERN A IR S S NICEERITE SR L, BArEICH TS LR
HREOEENLRBROAROZRE DT TV ZENEEND,
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4 SEET — 2 EEE (M VT 7= BV X B E R Al
L1BET—2EE EErv F7—7) £

EHDEN (European Health Data and Evidence Network)

EHEE - Hhis o B
=
EU & BN NESS (EFPIA) OBER/S—hF—> v 7ORYEATH S, IMI

(Innovative Medicines Imtiative) D7AYII FD1D, T—ROERENICL->TK
RERZy b7 —0%2 ), BERMEDTI AV RTLABRLTANLRT 7REAELS
T3 LxBIZET D, [EETZZ2A—T YA T RAI2=274] 2657,
EHDEN (Z IMI 253000 A2 —HDFEZETCEZINTHEY., EUZEH 187
DOMEE% « lEASIML TWL 5,

BRILOBREBE LUMFH, B

EHDEN (Z. IMI @ Big Data for Better Outcomes (BD4BO)7’B> =7 hD—&TH
%, 2018 FEALDO5EMOTAY 7 T IMI A B 1400 51 —H, EFPIA 15
1600 A1 — 0 &£5HY 3000 A1 —HDEENRINTWL D

EHDEN I£. U 77— K DERKT — ﬁ@“ﬁ%iUItT/ZME%Z7—wé
2. BFE - EESE - RERE - BUTRHIEBRE LOCEERVEBCREIRE. A&, 77
PhLzadkY K<BBIT D EEZBITEZE%2BI5L 2018 FITHILI NIz, 2018 &
11 BE#¥., ~~D 72D Work Package 574270z b LTHEBiaN (K
D,
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EHDENZ7RS z o b ZBRT 27—y r—%
WP7 - Project Management and Dissemination

Exposure Services

WP1 wpP2
Evidence - Qutcomes

Workflow Driven
Development R Healthcare

WwpP3 Mapping Services
Personalized

Medicine Analytical Services

Education & Training

WP5 —~ Data workflow 2
WP4 - Technical = ; WP6 - Outreach &
implementation & service ;
Implementation sustainability
development

(&FH)EHDEN
ehd

M1 EHDEN 7Oy z 7 bA2ERTE2T—0/yvo5—

BERELT, T—&NX— b F—2 v b7 — VDR, T—X/DHEBORHK, Tt
FTURAIH, BLUHBEEBITCH Y. OMOP CDM TEE L X nf-FT—&IZL Y EU
WTRWD DA NTELT AL RTLOEBREREZIBIT 5,

EHDEN (ZT7—Z/X— b F—DBMEF—TVICEY ., T —XDIEEITH L TEi%
X EX{T>TWD, —AT. F/hE (small and medium-sized enterprises
(SMEs)) I LTlg b L —=> 7 %EHEL OMOP CDM ADY vy YV E T AT X T
LATOY—ERBHEEITAELIICKELTWS, PL—=>v 7 %F(F7- SME IIXF
LTRFBEDBMELTWD, T—XOBRENDBRICHELLD Yy EVZICEAL TR
Z D SMEs ICEFEL TF Eéﬂfb< EEHFLTWS,

2024 T 5 £/ D IMI phase2 (EHDEN 7AY x4 b) A T¥ 5, 7AYo b

RT3 & LT, EHDEN Foundation A4 5 > & ICZizanTHY ., 72
7 bDOBIHEE L) REBOBHRAREAIOC X T LAREECHE O X0ERICHA LT

97



e — gg;l()\/l/&

TEBEITO FETH 5, EHEDN Foundation TlIs| = =mfexig. L —= 7
LHIEHT B E LB, BIERD study-a-thon" P HERS L ORMORFEL TFHTL
<,

PHET—2BEOFES LV T —FTI/F v —

EHDEN Tld. EEEEICEY 527 —4% OMOP CDM % EH L TIZ#4 L. OHDSI
DEFEY —ILDOFERZHEL TCHY, *Yv FNT—0XZT 4 DEEAZHAL TW5,
T—RIEREIIA—F—DA FO—IILDbH EICEINDE =D, HERORECLEED
TIANT—=IL—ILIIHIST B T ENRIBETH B,

EHDEN Platform Tl kL —=> 7Y —IILDEEF - #ES LSOO - ARO I —TF
A F—=2avET>TWS, 2y b T7T—0RZT 4 OFIEIIUTOEEY THD, I
DERICIZHBI T Z1ER L. BIERICEEAT 5, BIER TIEEHRATY TV Z4&GR -
7L, BEBATHESRE % EHDEN platform (2389, EHDEN platform TIZREED SR> T
IR EREENT 5, EHDEN TIZ ARACHNE E WS 2y T =0 A& T 4 2 XIE
5T LERMALTWS, (K2)
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ARACHNE® ¥ R T L.t Rk

@ THE EHDEN FEDERATED DATA NETWORK

|

il

(F7)EHDEN

https://www.ehden.eu

2. ARACHNE @ X7 LRk

EBARFERURR
o e T N

EHDEN 702 =7 b Cldtk4A G & B L Ty b7 —2 DT OMOP CDM % &
FALTT—2%EELMT 2 exBIRELTWS, T—X/5— b F—ICIZEFERERCHR
W%/ 782z b, TR FRILE—LENEEND, BE29HE 187 DT —

ZN—bF—ZEDHTEY (K3) . W<OHIDT—XEy bTIEERICERY bT—7
NTEATESLSICT—2% OMOP &L TW %,
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EHDEN®D 7 — % /83— b F—#

Applications (n=563)
. Awarded applications (n=187)

.....

Martenegro

mmmadoldaupmnn Tbnhad dbh.lnﬂku

1he % of data partners in that country (darker = mare) ¢ 33
¥ of Data partners.

(77)EHDEN
https://www.chden.cu/

3. EHDEN @7 —%&/¥— b F—#

- EHDEN Portal
EHDEN Portal (&. FAIR JRE] (Findable, Accessible, Interoperable and Reusable)
ICEDWTRY VT =0 & T — 2 oMERET 27 —F T/ Fr—&LTTHArahn

TW3 (M4) . T—&/— b F—EFREIZE >TEHDEN ICBIFAEFEY — L ER
STHEY =TV HA T RAI 22T DR TRABLEAR, BHORIEETED X

T—URLE—PARICEBE T NENZHRT LI LN TES LARIC, BEDoxy b
T — DR XEERR T R L—XI21TH T & & AJREE I B, 2022 £ 6 AIZIZ Data
Partner Catalogue #0—>F L, 7T—X/X= b F—D—EBEHLT—XDOWEL X v 2
R—FICKVBBITSBTEL LS ITh -T2, SBARTA T4 TOREL LRI E
TO7 AL REBENLGAN/ Sy r—P EHICERTEET7 -7 70— 2 RZEFETH
%o
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EHDEN Portal D=

Network
Dashboards
Academy
Database “
Catalogue .‘
? [ ]
".'
EHDEN .
LR
i Portal Support
Evidence
*
*

14

[N
%
<

Data
Analytics

Study
Management

(£i77)EHDEN
https://www.el

4, EHDEN Portal o#&X

- study-a-thon

=IQVIA  —

FRHREE R THBIERR DERE S v b T — IR ET OBV A, HRECT —K/ 3=+ F

—AEFNUC I BABIZEN T CEFHICERE L. BRTEROXXEMELAEEDLED T

~

L=y 0O sRbEeHIl. PP EMELDBIRZ BRX 510352 & TC—EDEE

e L THUOMRZERT S EHARICHDI EEZ LN TS,

- EHDEN Academy : EHDEN 7’02 =7 b3 K1 OHDSI & DE#E D ERE & 730 5 75

ARMTBA VI AVEE Y Y — R, BE19 - RARELTHY ., TAE T 4000

U EosmEZYR—FLTE, BIRFACRIEDRSIEIT-o-TELTHR— I
Rt TWhadh, RWD/RWE ICEEH A ARAITICIAS A =TI AR Y —X %1

LT3,
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SEROFRELRE
29 E 187 DT — /= bF—pSBELTEY., £/, 22 1E 64 OB
(SMEs) b L ==V 0 BLUVRAZ D T TT =& /8= b F = iERNRY — X T —
X DIZEAGICERYBATEY ., ZNFTOMOPERXICHE — N7 81& 5000 AU E®D
EZftLa— K2 EFEET %,

2024 =T IMI2 D 5 FEDOHRZ MR 7=, SELEAGELEMEE T 270D
BXEPES R RETNDBEIVETH D EEZAOND, oo SYERLEE - E
B BERDB COERINS7-0HI21F, MERNICEREBZIT> TV I ENBELLD
THAH,

[Z8]
*EHDEN website: https://www.ehden.eu/
**IM| factsheets, EHDEN: https://www.imi.europa.eu/projects-results/project-

factsheets/ehden
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https://www.ehden.eu/
https://www.imi.europa.eu/projects-results/project-factsheets/ehden
https://www.imi.europa.eu/projects-results/project-factsheets/ehden

[=%] IMI (Innovative Medicines Initiative)

EU (European Commission) & ZEEZER (EFPIA, the European Federation of
Pharmaceutical Industries and Associations) O BR/X— b+t F—> v T THY . 747
YA T AEHTIHHRRARTH S, F 1HED IMI1 program (2008-2013) TILEH
K201 —0, FE2HEHB IMI2 7077 L (2014 F£~2020 F) TlE, 5933 E&
A-ADFEEHRLIZIKG] . 205 HBEDIEEU ORTICHT HHFEDT L —LT
— 7D, FDIEEFPIAB LI U—EMOEELI L HHHIN TS,

IMID HERZRE

(HHPE)IMI

https://www.imi.europa.eu/

5. IMI DHETE

AN
Uor

KECHRMED NI TEBICE T AHRICELE2 R T— R E— WEZOD
D EZE, F/IE, BEAR. EELRHZEROF—T L —V— DR TOEE % (2
THIET, EFNEERROBAERCEE 7 /7t A0ALEMES S, E#EREZELESE2
lexIiviareEds, IMIOBWNE XRHEROT 7Ty EERFOGEZEIH
L. EUDALICIRET 22 THD, TOEKRT, BEEXFRoEZ LS EBEENS<
MERAGERBRBROLY LWL FaL -3Vl 2A82B L, FIROBEZOY—EXE24
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IQVIA

HHT ZEIIDBADEEZOLNT LD, UTDL I AIEEEZHEL, 180U LD A
Vv brHEELTETWS,

- BEBREE 7O X0E. POC ¥ TOHAE O EHE

B LR EBEANA Y —h —DOFR
GBRBROMEDELE EICWHO ICL2BEEDSVWEER)

- AD PIMEOMEEAE., 7oAy hZ—X0EWEEZLORFE
CHENAFT—h—TOENEE RO RBEF vy v EB L. 7TV iREYE
@ Phaselll TDREER D E

[

*

N

i)
M

https://www.imi.europa.eu/
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Data Analysis and Real World Interrogation Network (DARWIN EU)

EHEE - #oig 0 BN

S

DARWIN 3, UT LT = K7 — &#bt%mwﬁﬁiﬁkxvﬁﬁﬁtiéﬁu%

TEXALY -—TCEBEDOSITDT l:T/Z%?ﬂ t9" % 72 IZ European Medicines

Agency (RMEZERFF. EMAICL VRIS N-a—F 4 F—Ya vty 2—Chb,

DARWIN | \OT—&/—XﬁﬁD7®ﬁT\ME%mwﬁ%-ﬁﬁﬁ-ﬁéﬁuﬁﬁ

BERETNYTFT—RFENELYTLT—LET—2DRME, i)VEEDUH—F I/ ITRF
IS 2EDBVWIENAMEORRE, ICL > TRALBOBBREEZ Y R—HFLT

Wd,

BRILOBREL LUMFH, B

& 1H & HMA (Heads of Medicines Agencies) /EMA Big Data Task Force (2 & Y
‘REINZZHDTHY (*). Erasmus University Medical Center Rotterdam % H —t X
TONA X —& LT 2022 (ZFRIZL I N7, EMA-HMA Big Data Steering Group
workplan(*) ¥ & U European medicines agencies network strategy to 2025(**) (2 $ Ly

TEELRIREUBMIT N TWS

2022~2023 F(ZA 13 Tld DARWIN O FEFIR O 7 0t X DEEHNTTH . DARWIN
DT —RZFRALEZARGEICLY EMA B LXUEERIERBOERAEDZES LV
NIRRT T T =R OEREREFOIRY A TH S EHDS(H**)~DHE - EHELHITH
Niz, 2024 FHoITBEERICETL EMA RUEERFYBOHMELE* EEMICK
BIDHFETHS, EMAILDARWIN EU Advisory Board i%E L TH Y. AHY #HA
DIEEEES LI UVREZNPI—T 12— artEry2—0EBEHIT-o-TW S,

SEE T — R EEOFEEB VT — % T F v —

DARWIN <Il% The Erasmus University Medical Center Rotterdam A0y & %> T
W2a—T4%x—>aryeryX—hEaEnREzR7-L k), 28R T—%/X—FF
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—2Y N7 =V DPEREERE, bL—Z> 7 PFRERICEL TL 200, 7—%
MEDEZXY VIR EEWLGD L, REREICHT-> TEERIEEDRAETDL > EMA
NDEFTIRTORT Y FICEFAFD[X. https://www.darwin-

eu.org/index.php/about/coordination-centre], *7-. HHEHERDOFFEC EU DEI
HEYHMOERY AL DEEICHED S,

DARWIN o8k A

Data Inhastucture

€
| m I Sm: Sudy Pils I ""”“'”’“‘] I Standasacasen | | Onboarding

(HF7)DARWIN
https://www.darwin -eu.org/index.php/about/coordination -centre

[ 6. DARWIN o Bk

EU Medicines Regulatory Network "5 TET v RIC K 2R — P ARER I TR TF
S UPRRENDE, EMAIZV Y —F IV IRFa v ERXT A THAVEFFLT
DARWIN a—F 4 %x—Yarvtr2—|0@ET 3, X427 41, D3 — AR T
— A= b F—ICHBINBITEROAN I —T 12— artwra—IicBEans &
WO DBBEOFETITONDSIK 7], £/, BEDT 74N —HRENHE > TEMDIR
FaART A VICHEAAOG I EBAETH B, T —X/8— b F—ZRIZRMIEATE
RENTHY, BEZRDOAR 7 AL R > THEADSINERET 5,
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DARWINIZBITR R4 T4 DEE7OLR

Identify question that may
impact committee decision

NCA/EMA Committee

NCA/EMA % Deline the research cuestions Share aggregate data & reports
with requester (support
Committee

Coordination Centre (NCA/EMA
may be consulted)

Data Partners
(may include NCA/
EMA)

Send aggregated data to the
Coordination Centre

(47T ) DARWIN
https://www.darwin -eu.org/index.php/about/coordination -centre

X 7. DARWIN ICHEITAREZT A DER AL X

T =X /N— b F—IARICHER T — X DOENTZ DARWIN ?NERTES L5177
AN —PMREINLFETRHET 2, 7T—2/X— b F—FEEHIWVFEKREFEOON
TCT—2%y b7—27D—8EH>TWB[H 8], DARWIN @ F — % /38— b F — &
RICHTz> TET —RORBRCESE - WIEBNH 2 WILEMEL L AT-EFORKME. F—
BET—ZP—EDOIDICHOVWTWEZ &, EFORELHEHIRETESL I &,
BEIRA XY hHN—FEDERTRIFEEINTWEZE, T—ZACDM ICEHENTWS

(BEVWEEREIND ZEDNTFEINTWND) ZEBRENETERIND, 2022 F 11 BIC
lxZ D5 DARWIN EU Advisory Board &1 D T DEEAE ) & (TKEkE. 77 4
R UTTHER, REEAE. LA M) — NAFNRNY T LWL T =2 %L DRYID /S
—FF—DEEINT
RIS T — R INEEITTo T WD (RIBEIC 1 BIOER)

- DHTCIAEICERL T 6 ANBURNICT — & & BRI A8
- F—2H OMOP CDM [ZZ#E N T W3
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T—RN— b F—FHEICETERZRT T —XIREETH LT TR, BEN - &
FPRRMBORECXEE A EHEZR L L THARZOLOICEMT 2 2 & HHFINT
W2, 7—&Z/—= b F—@lICH DARWIN DY A T RAI 22T 4ICFAEBLTA > /¥
7 FOREBMEICSIMT 27215 THRL, PL—Z VT %RITHZENTE, HROE
CHERE EIFBEWoT Xy b DD, SIEFHLT HEXIE Expression of
Interest 74+ —< v FZIRHL, 3—T 4 Fx—>a vty X—BLUPEMADL E 21—

TR TSIMHREEIND,

DARWINIZH T BT —&/X—bF =Ry b T7—2

European Health

EMA Scientific
Data Space

Committees

ta S
]
=
=
=

Dat.
Data Permit]
Authority

(«

a Source
ta So:

Da a Sourc
- Data Permit E
= Authority
Data Partner Data Source
et
Direct Data E E
Partners » ' Data Source
Data Partner = 4 hpcmh :
= :umorny =
Data Partner
Data Source
_—
==
==
(i77)DARWIN
https://www.darwin -eu.org/index.php/about/coordination -centre
— — ° ~
8. DARWIN IZH 32T —&/X—hF =%y b7 —7
EBARR

EMAICK VIR RENAZV Y —F /I RFarvzdbella—T14x—>arytwrix—
xRy NI =V RZTA%ZEHRT D, T—X/X— b F—lF3—FZ2ZTEY BEZOT
—AR—ZTEITL, ETHERFI— T4 r—>Yarvtry2—IiR&End, 3—7T4 %
—2avEVE—TCIEREIMBLOBEROF L HZTL. EMA ICHRET 5, fiFE%

Z DEM X 12 L > T"Off-The-Shelf Studies”. ” Complex Studies”. ” Very Complex
Studies"ICKELHFELTWE A, ZTDOHHLEHAMICEL 3— N TEEATRERH DI

108



— ig;l()\/l/&‘ T

Routine Repeated Analyses” & K ONEHIICEITEIN S HDEH B, BEICEZ < DR
A—T 4 32— aryEryZ—%HhLIIEREINTEY[XKI], HAREOFECARIISHE
AR LD ICRESINTLS

DARWINICHEWTEES N1 - 5%

(HHFT)DARWIN
https://www.darwin -eu.org/index.php/about/coordination -centre

9. DARWIN IZHBWTEBEI N7 -

SERORLE LEE
%Er&ﬁ' LERAEERDICETIHMICETZ2IET R A2HIGT 28 WO REARBENE
EHOLNTWERY, HEroHEINZ YUY —F/7IXFavICRHLTCa—T4 %
—2avE VY ER—DPOMORITEITI E WO BHEAKRIDIE LY Y — XOERE EH
EELTWDEEEZILND,

109



el
*HMA/EMA JOINT BIG DATA STEERING GROUP (HMA)
https://www.hma.eu/about-hma/working-groups/hma/ema-joint-big-data-steering-

group.html

** Big Data (EMA)
https://www.ema.europa.eu/en/about-us/how-we-work/big-data

*** Network strategy to 2025
https://www.ema.europa.eu/en/about-us/how-we-work/european-medicines-

regulatory-network/european-medicines-agencies-network-strategy
https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-

Space_gen
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The Digital Oncology Network for Europe (DigiOne)

EheE - Hois o B
B
DigiOne (X The Digital Institute for Cancer Outcome Research (DIGICORE)

TEEINTVWIEHO AP 27 bDS5HbDV0EDTHY ., NABEE TESTR
HiEEsERLTWS

%>

— &

m

DIGICORE (FIRE3L DEELNA LV X — 77V RBELPARZIVTD2DODHWA
2w b7 —7% (Unicancer. Alliance Against Cancer) . X U2 D0 REE

(IQVIA, lllumina) o2 BER/X—rF+—> v 7 ThH ), OECI (Organisation of
European Cancer Institutes) (*) & D% #2 T, European Economic Interest
Grouping (EEIG) (*¥) & LT 2021 E~ULE — 2B S NF-, SHIHEREE COIEEE
BHOLEICT YAV EREERZBET I 2BNE LTEY .. PARERERDEERS
BoBEt. T MHLYY—F ZEOBIX VAV IDT I ZIALREICAITT
EHR (electronic health record) A FETFEMZHIERDOERZITAD LD ICFEEL
TWCERY A TH B (***)

BRIIOBEEB UG, B
DIGIONE |Z DIGICORE IC& W ESHME N7 AV 7 FTHY ., BIND 6 DDE
BB SN L T 2023 &F 1 BICBEa S 7=,

PRBET—-BEDFEBLIV T XTI F v —

DigiOne TILEIMN 6 AE 6 DDA o, HEWICNETZ 22BER D F2lE
wERAT B IODMER Ry T —2 TH B, Minimal Essential Description of Cancer
(MEDOC)E WS AV Y HRICL > TEDH ONT-AER/NEDZHRT - NAF~—H
—BE TV MHLDT Rty M- TEEBEDOBRZERAAIREICT 5 ([K.
https://doi.org/10.1038/s41591-023-02715-8], SN oD T —X+t v k TEZWH S T
T A LETCORRICHELGRERDBERE P EEZLHARICHELERELEDERE 5
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NR=LTHEY, BOFWUTILT—ILRIET VARVEZEDETRIY XY DIz D
ﬁﬁ?—&tﬁéoMﬂmcuﬁ—7y4/&—>ay:y&%4>ay®%ﬁ?\m
DNAZEBRICLY T—2ERICBIT2EEE L EBE TOEEARECH AN O

ﬁéﬂto%%%uﬁwé?—&%méﬁﬁtﬁé@iv#7—7®tb®yul—>

NCBBLTEF—T oA/ R—=2a v Fr Lo PoRATEERICLY AL T
BEMNTHONTZ, TOR/RBEINTZ 6 HEKICL Y DigiOne /5 By FAED LN
TWb,

MEDOCTE®H LN=T—% v b

Table 1| Data concepts In MEDOC

4. Treatment 41 Line of therapy (derived algorithmically within each
cancer type)
Area MEDOC concept A2 Anticancer including
1.Demographics  1.1Date of birth (month) treatment and supportive ""‘W
2 12 Sex 4.3 Molecule generic name
1.3 Weight (with timestamp) 4.4 Start date for drug treatment
1.4 Height 45 Treatment dose
15 Healthcare ID (or other unique identifier) 46End date for drug traatment
1.6 Legal basis for data processing 47 Radiotherapy type
4.8 Radiotherapy start date
2. Clinical 2.1 Primary cancer dagnosis and comorbidities, 49 Radiotherapy dose
h P lly in Inter | Classification of Disease 4.0 Radiotherapy end date
mndardsmhalconlcoeoﬂco-oa 4.1 Surgery type
22cC idity index (derived from 17 412 Surgery date
comorbidities in 2.1) 413 Participation in clinical trial
2.3 Date of primary cancer diagnosis 414 Date of trial consent
2.4 Method of primary cancer diagnosis -
2.5 Parformance mtus (b, example, coded by ECOG S.Outcomes 5.1 Date of death, at any location
or Karnofsky standal 5.2 Time to next treatment (derived from treatment start
momomgohamommdmndardmhnTm dates) ; s
27 Histological cell type, typically in ICD-O-3 standardk ::m P ce
2.8 Menopausal status (fot example, for patients with tastasis location
breast cancer) e 5.5 Date of clinical visits (with cancer related visits
- = separated from other visits)
3. Biomarkers 3.1 Biomarker name 5.6 Vital status (derived from visits or death linkage)
3.2 Biomarker measure 57 Extent of debulking surgery (for example, for
3.3 Biological sample ID patients with gynecological cancer)
Note: mplementation of 15 and 5.1is influenced by national regulations; 2.8 and 5.7 are
essential only in some cancers for which risk auditor nnot take place
without their capture.

(51F3) Mahon, P., Chatzitheofilou, I, Dekker, A. et al. A federated learning system for precision oncology in Europe: DigiONE . Nat Med 30, 334 337 (2024).

1. MEDOC TE® H>NI=T—&Zt v b
HIR D OMOP CDM DSERICINZ TEASELIE (NLP, natural language
processing) HATICL 2 &V LEART —REVAZIT>TW5B, TDI=H, NAEBOH
BEEICBEWTEONIEDEWI TILT IR T—R%, 774N —%RELIF
TONISERT 2 EAAgEE B> TWB,

EEAR
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HBE. BFREFHE L T DigiOne meeting #EiE L 7213 H. DGICORE Masterclass
ELTESREATICBET AL Frv—/bL—ZV 7 %BHLTHEY . YouTube
channel THRFEINTWLD

SEOEES LUVFRE
RENSA QY bRTHED, 7T—Xty FZREAEELERL TRER/NEODH D
IR TWBEZAPEENTH D, EEIX M E2MZ CEAFBOETILEERT S
—DODARERDAEELH D, REARICIEZ DIGICORE Ao 0&EEMHEA R THE
COMHRICV AT LZEBEALRY FT—7ZIARLTHWLZHIZ, WAICZTIYRT A
ZBRTEHIDDEEER D,

[S8.]

*QECI
https://oeci.eu/
**EEIG

https://eur-lex.europa.eu/EN/legal-content/summary/european-economic-interest-

grouping.html
***DIGICORE
https://digicore-cancer.eu/
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Feeder-Net (Federated E-health Big Data for Evidence Renovation Network)

EHEE - Huig : BE
IR -

BETOEET —XEFRAOEY AL LT, Feeder-Net (Federated E-health Big
Data for Evidence Renovation Network) DZE#| % B3 5, Feeder-Net (£, FEEE
NOEEEENMEET 5 EMR 7—4% % OMOP-CDM ZFWTIZ#{v 252 J— L &
L7 nEEEBERKRE (HE) 779y b7+ —LTHY, HMELLTETITRAD
RWE 72 v h 74 —LEEHNTWS,

Feeder-Net 70> =7 MIBEDES - EX - Tx/ILF¥—24 (MOTIE; the Ministry
of Trade, Industry &Energy) O FE(Z LY, 2018 FA LB 3 FRFEZK 1,000 A
US FiL& LTRthEa Nz, (%)

2019 F LA Feeder-Net+(C AR ZEZE R, ##EF D Feeder-Net 7’B2 =7 b TlE
4l oEEEEICBIFs2HEET—4%ET /)L (OMOP-CDM) ~DZ#, 7—X%v b7
— DB, TNITHEI T —EXDPoCOETHEZHIEE LTFENEIYE TN
Tz TNTOCOMZERTOY 27 MIBUFN XHIN/-FEIZTEETH 4,300 5 US
FLT, RFRIEUATD&EY,

7nY s b/ =]:] BEET FHEHE
(US Fiuir®)
Feeder — Net + CDM Z#: (41 EEFHEED) FEER 1,000 & US KL
(2018 E/ Hi%s) |« Feeder—Net 72 v b 75— L4
2018-2020 DRFE
e PoC7HAYz7Z b
Feeder-Net ik, e COMT—%xv b7—70HK | EXE 1,000 77 US Kb
2019-2022  Feeder—Net7Zv b7+—ALA
BR

EAIFY—E R |« 2020 ELUEAET 6 RUEA~DK | EEE 700 5 US FiL
/2019-2022 &
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a7/ OV s b | o 2020 ELEAE 20 O EER | RBE 1,400 5 US K
/2019-2022 B
E# 7oz b/ |+ CDMILKET LD EESL 150 5 US K
2019-2022 e AF4ALT—FROwvbEVS

o EBEBEZAMIDHA KT A ERK
TIANY——(RE/ |+ CDMICBEEST LTS 7A4 1N — | REE 50 /5 US KL
2019-2021 HA R 74 v oFEFK. G510

7avzy b

EEINEFERURE ¢

Feeder-Net MEX Y A& (C L5 OMOP-COM #3707 bR E LT, 2023
FRHRT, 6l D@EEE 1EHOI/ Yy oA xy V7 —7IC5ELTWS, INIEER
RIS D 0% &Y, BEL I— REUX 9,700 B%BZTW5,

7. 12 OEEEETIEEMR © COM Z#A T L TW5,

SHRORE !

BEE D Feeder-Net 7AY 27 PR E L TRy b7 —7ICSINT % EEEE LIS
AT DD, W DD DRENE-TVE, —DBRERARORROMBETH 5,
Feeder-Net 7’02 = 7 MERHAR ICEEMKAIE OMOP TR 2BRZz&IBL TW
B\, Feeder-Net 4 =< 77 4 7 TIHRBUFH L DESRBEOKREN, WL IS
OMOP ZHZ R 2 BRADXILWVICK T oM, SBOEBMICIE. v b7 — 7RO
FHIC &S DBFBRS. £7-ESMERES - DEH>ORENBE LB ZEN
EZobNb, §TIC—HOEEMZTIEY YV —IATNEZEAICOMOP 7 —Z2X—XD
EHEEELTWS, ZOROREE. BANAOERLcHE, BHENTORY b
7— 7 OFEAIFFMMALVEMERTH S, TOERYEAICITHIRY bT =T DG
ARAICET A LR =R OLKOLEENLHOD, v T -V EREFET
HEDOEWHT EREDRTNGAEB EOMICKELF v v THFEL TWS, ]RIE
TR O — DREENERIFRATH 51, BRAFENTED B4 T 5K
FYVEBETHY . INDHRMARIZEFRETIEAL,
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* https://www.oecd-ilibrary.org/sites/c4e6c88d-
en/index.html?itemld=/content/publication/c4e6c88d-
en&_csp_=2e36e9568h34042ffecfde8809e7fd98&itemIGO=0ecd&itemContentType=

book#section-dlel?21
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4.2 BT — 2 EHERSERLH

WA F T —2EE - FROT — X EERERMORAESL L OSEOKRELRNILUT
D3IDDATITYAFLIIE>TW5D,

(A) DirofEft (NITHgE. Al BASHBWELR )

(B) HEEOT—RXEEOEM (T—29BRE. T —XIEELKRLE)

(C) T—27 AN - (BERRENI. EEFELRL)
CODETIEINODEAMIZDOWTEHAT %,
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4.2.1 HiroEHM (AIENEE. Al, BASELEL YY)

WA F T — 28 - FFERATEDNIDTMORKIMIEZIRICHIZY . PTOFEITHR
ENBVWIEEDHDFEL WD, TORTERLGZTH S ANTHGE - BHFE - R
BFE., BASHENE, ZOMMOEZLITFEOHMBORAZ T 5,

ALHgE (Al) - BHFE - REFE

ANTIH08E (Artificial Intelligence, Al) & IFABDBERREAR L TEHI/BERR%
HHhT257007LTHD, BMERHEDHITE, HEIADEROAEANT—XELT
HREZ ABIHTE - BAET 20 FO0vRE2HAALETCTOI 743528 RAL
ANT —R%afE> THEBN ABORIZFICELBREZETE - BIETDHIENTE S,
ATHIBEILBENABEETH Y . BROICABOMED LS B TOELREZETT 2T A
TATEREEATVWD, ALHIED Y b, AHOFEICHYT 289231 —%
— 7007 LADBESTHEOFEEZTH2H0OEEBFEELER, flé LT TRREOXY
CEBHRAPERDITBEEICBEVWTARARR Y ORHZ AN ERE T ICHEMICFILE
I EDDH B,

BWHPEBOFED—ITEEREE (F+—75—=>7. DL) »Hb, —a—7)
v b7 =7 EFENDBEOEBFEOFED S B, PEEBELFIENIBIFEDE
BULDOEUETER LIRENREBNICIET A =77 -2V 7 EiENnE, AT —%
EHAT—Z2ORENABRETTTFAUATI2OTIERLL, BEROANT —EHRBT 5
FKEICIER A BWE S BEFHEZEEABENICRE L TERZ TS 5, BE KM
FELVEREFEOAN—MUICEVWTFABEICR LI RT I vILAKEWAD, RE
FEEFDHIAIRES (T—ZNEIX b, DITEEZEIX b, HITIERF I X bR L)
WMRELEDZ EDE U,

DI DFE - DATNIE DB

I IS 4 BFEDEET B, COBETHAA 47— ZBRODHFEE L DD
BATS (ARSFELR, B RERA, BRSRN . TRESCRREET
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REINDIENEZL, BB, HMFELEND—DFRIIERL TEEST L L EHT
HY. W TWFERDFECEREHRE L TED,

BAS B0IE

BARSEVE L ZFABAPHETHERAL TWAIEECPXEDTFRA N T —ZV0EEER
ZTAvE21—XTUIRT M TH D, BASBUIRZRDUNIE - piTIFKEL2DDH
TIVICHHIND, FEEMT —XLBEEENMT —2UBTH D, BEEIFT —X
T —7IVER G EOEBANIE LT WRICER T 20B 2 E%T %, FEESLT —
REFABPHECERALTCWIEELXEDEFREFL TCVLWET —4%iEL, FiEE
6T —RUIBE INET —REZZDFEEHWTNEBT ZHEMTH 5,

AIEDIFEENT — X UBROBASENETIETFR T — X2 HELR LD/ W
HUTIEIRANE - B% - ZE0FEHNTNIET 2, FEBEMT —XNIBDOZ < (L3EIEE
BHY TUE - DT B, FEENMT —KNETEIEDTFA N (BEERTXFRE
EET) ZFLNE - DHTDDICHVSN, 2023 EAHEEEICENA>TWD
ChatGPT Z &L A Al H 2 b L DIEEBET —XNBO BRSEBWIRICHFEIND,
#%meaﬁiﬁkﬂwﬁ%&bfiﬁ%% XE#HH (A -Y-EEDOItYy D
LEAN D DEHDHE) | C XEER, BIBHEHEREDNH D, FEBELCOBREE
PEBIFOVE 1 —% biékﬂkﬁb§<##U HENXF ORI H 5 EFH
MBI EHEL, KEDTFRAMT—XUIE - E5FEOBHEIFEV, ZOKE. XE
TR, XEHMH, R, XEERL EDFRWVIE - HIFHNTE B,

BEBOBENT —XNWBROBAEENETIEIT IR N T — X ZNIET 2 EHEEE
REDNSWEAFIFEECRES T -7V BIC LB TERINS, BET —
KB D%  |FFBIEMBER TR - DT %, XNEDOEMRPCLEEEZRY ML BEDE
) ICETRXTHONNIET 2, BELOBASHENEOKE L L ¢, XERLDFE
LEHE, XED MYy 7B, FEy DI R2U VT RIBHERELNH D,
BEOBARAEBNEIZ DV E 2 —RICL2AEEMIELC, BEUU EOLO—-F (T
JEILDEIIHYE L TXEEZEMLTCWELI—F) REDREDTF R T —X4L
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