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1. [FCHIZ

IR, [EPFEREIEIC W T U 7T —L K7 —4  (Real World Data : LT, RWD) Zi&H
L7elE B2 2 L3R, BEIF—Rv ARV Uy 2 FOFHREZ BICT 2a 1, BEEEERIC
BWT IRWDJ &0 BEEITH TR b D Loz, RIEMYEN RWD OIEHZ D 5 i s L
LT\@%m®%%ﬂzb@%%”%&ﬁﬂ@&mﬁéﬁ6néomm%:*ﬁf%ﬁénk
[21st century cures act] 2Ci, FoiEry7eiGHE{E DB X Unmet Medical Needs (UL T, UMNSs)
BT HAFEREED 7= 8 D Real World Evidence (LT, RWE) IEHAB BT b7z, D%, Food
and Drug Administration (LT, FDA) 7»HAGRHFEIC RWD/RWE ZiE T 5720 D7 L— AU
— 7 IROH A F 2D S, RWE ZfIHT 57250 RWD & LT, EHR (Electronic
Health Record) CHIFAHRENGER, LA MV ENLEONZT —# PN Ihiz, 20Xz,
Y /I LD RWD OIS BRI R S 2 & ¢, BERE3IE T 25 RWD G OGS
—Br i bEn b0l EZLND,

RWD % [E3E G BAFA~IE T 2 720 OB w3t e, REIREEICBIT 2IEHOEELZH S
DT DI, BARREET RS (LUT, #3EH) CllE 2 EICEV AL T&E 7z, 201840
FHACiX, BigData (LN, BD) /RWD ZiEH L CWAEEINEEICE EF 0, 2015 FOiHE
PO RERERITFRD DNRD 7259, JEALARWERIZ, RWD 2 5 AMAR, fHE]
DORFENF EHRZINDD, LOARENZBEHBHE LT, RWDZEAT L7 ¢ v MIET 5
THWN D7 BANOHNOBERRENTE RN o022 ENBEZXBND, RWD ZE AL TV
IRUMBEZETIE, AT LHEDY Y —2Aa X b fHET~E Y X7 2 BENICRAED 5 2 L I1FH
#HTHAHI, RWD ZREITIEH L TV AR TH - TH, 2018 FEOFHA TIFK 7% RWD
DOIEMZEY £ & DHMEMBER 72N ERIZE L TRY, AT HERCME L 722 D IE WO B ]
THAEINTWRWATREEL B X B D,

Z 2 CAREL REER, EIELFHNE B S BRI 2019 FEZ A7 74— 2 (BLF, A%
x77¢~2)? :mw%ﬁt:RWD@%A%@%?%%:%Ek@ék%z%hé%ﬁ
WZOWT, 7—HERIZBIT LY V=223 X b, "X T 4w b, URAZIZEH LIZHEL E
L, &E0FELHDHTEE LT, AREETIE, FTE2ETAIICKITHDBIEHO ML &
EHOLRIZOWTRENT D, HIETIL, KF¥AZ 74 —ATEfEL7ZDB S u/ (X —LD
JERRSITEWT, DBEARFCHEEMBENREZ L L b Y —Aa X b, EHH EOU R
BIBRDHE Y F 74— 2OV TEe TV U7 LENEEZRET D, F4ZETIE, SHOBREN
EHAFIEICOWTIRET 5, KEZIC, KY AT 74 —ATHRELIEAREZ F Lo, REKEENRS
% DB R RN ONHREANEN, IEHT 572D DRELIIR~D,

W

& SCHk
DiMasi JA, Grabowski HG, Hansen RA. Innovation in the pharmaceutical industry: New estimates of
R&D costs. Journal of Health Economics. 2016; 47: 20-33.
2.  U.S. Food & Drug Administration. Food & Drug Administration Work Plan and Proposed Funding
Allocations of FDA Innovation Account —Required by Section 1002 of the 21st Century Cures Act

[am—
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(Public Law 114-225).2017.
[https://www.fda.gov/downloads/Regulatorylnformation/LawsEnforcedbyFDA/SignificantAmendmen
tstotheFDCAct/21stCenturyCuresAct/UCM562852.pdf] (accessed January. 2020)

U.S. Food & Drug Administration. Framework for FDA's Real-World Evidence Program. 2019.

[https://www.fda.gov/media/120060/download] (accessed January 2019)

U.S. Food & Drug Administration. Submitting Documents Using Real-World Data and Real-World
Evidence to FDA for Drugs and Biologics. 2019. [https://www.fda.gov/media/124795/download]
(accessed January 2019)

HARESE THEW A 2015 4EET — 4 A U Afex X A2 7 4—A3 [RWD OIFH . H
JEARFEIZ I 1T D Real World Data D ] — =15 DB FIFH OBLR. 2016.

[http://www .jpma.or.jp/about/issue/gratis/newsletter/html/2016/71/71t7-01.html] (accessed January
2020)

AiTH B ORRR, B0 e, A8 BV, b B2, o 2, B8 & FF, . AFBOEIEMBATEIC
By 7 TF—4% - UT VT —)L T —XOFNERICET 2 EEHRE  — 0 ARREIE T 3R
MBS 27 > — MlEE—. BRI 2019. 50: 167-175.



2. RWDERD LY FEIX
21. RXAELIODRAZBChETORILUFR
RWD G OTENE E 21, AFICBWT S 2 OIEILEERAIITDh SO 55, %4 b

JZU T T —)b RBMEDLI TV D ENSCEIEOHERE (X 1) 25 & IEF STk 28z i L
TWVWD I EnER ST,

PubMed - "real world"[title/abstract] AND
"Japan"[title/abstract] count
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X1 Real world (2R3 AEWNCHkE D F L2 K (PubMed THIZE L7-fE 8. 2019 4F 12 H B )

FIZ, AFTO RWD OFFHLIRIICOWT, DB OFpE, SCHkEL, 75 FH#IPH O IR S % O 80
LA L7z, RWD & LTIMDC 4D DB (BLF, JMDC) & AT 4 A/« 7T —4& « E¥ a3 4D
DB (LLF, MDV) ZHW7=3CHkIZHE H L, 20164 1 A 225 20194 7 H OFiPA T 20194 11 A 7
HIZ PubMed THiZRL7=& Z A, 1471F (OMDC : 76 -, MDV : 711F) 25%4 L=, =720, &K
FEIXENCHRO h L REMEERT D52 EDREMTH Y . fsUR#ET — & X— A (X PubMed D
ZRHWTWD 720, FHEOMEEMEIZHAE L TV,

EEHEROENGIZONWTH 2177, BENEOLIMRITAEERM (11%) X T7HT7I7T
EDIE (42%) DFFNEL . THT I THMOMIEIL 47% Tho7=, £z, IERFEEEZESS
L IIfmBFEAZES TOFRROAE (B3, HikL. FHZET) ITOVWTH 31T,
BRI RIIFROR AL =38R 1 2FR< 146 EOXRICE T 20178 L LTz, IBREFEEZARF
L < IEmBSR AL B S OF#H 2 8 CEME SN OEIE LT 77 I 7 HMBR b %< 83.8%
(57/68) . WIZT T T EARFEIET33.9% (21/62) . FEFIMRHELD72< 12.5% (2/16)
TH Y. FFERERETOMSRIUTITHL BN D -1, MEEEZESTOFELITDR
VFZE T, @l ECEA SN T —F DHERND Z ENLFHRONGHN TH D Z L 2ib~
Tz,
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# 1 JMDC & MDV OJE IR

FE IER OB 7% SURREL

BEERBFZE. 7 7 b | EERERE, IR A, IBRONE., ek, Hok, 1BE 20

T Y HP—F D FAb5%
ey - FEE TR OF FIR I 0 FERE . BN

- %%@f?@@%%ﬁ@ﬂﬁ%ﬁ@%ﬁmﬁ H3hiE A D 2
IR, MRS

R JERHEE . AR D T OTE R T 1E O MiE! 8
bEy y 7 VAN D BOHE, ERESEA~DRE

S RET S ﬁ%@7ht77/xcﬁo PHE, EEESE~DZED ;
Rt

T4 T 1% BEE BE R DR SR 2
; WX, T2 NNV F—rar KTy 7.

20 @f?&% 5:1~‘B><]t F—ANYF— g KT a1
ViR a=ry

2.2. B9 AEREE

SCHRFRAS 7> & 13RI © & 22 W BGEBGEZ AT HIZ DWW THIEZBIICHE T 5720, K
BRAY T =AM (1540) OV MAZHRE L, IEHBEIE 0T —4% YV —ZADOFH
FRERICBE T AR A2 210 F Lz, IMDC X° MDV LI4® DB & & A 72 RWD OiF G (7%
M 2EEe) 1L, B O TN, Bien, fEikoe% DB idr, FERERA, & X
BRHT. FEFN A IPEREME, A IRORET, PR AL (burden of disease) DFiAL, ERELAT
7l (Health Technology Assessment : LA N, HTA) . UMNs OEZRE/GHL & 2L ThH -7, T2
2L, AEOFHEFRHME TOMRKTH Y BEHSERBEOFIER R TIIRNZ LIZBE SRV,

%2 BER¥ICBIT S RWDIEH A2 e L=
15 % m
2 H xt%h SEHE A FMEE | UMNs O 108 it D BURR 1%

S A A PR B < PR BN
L7k o o o o o - o
EMR - o o o i } 3
2 LYARY - - - - - © ©
© | bk bp g o o - o - - o
B2 o o - o i _ o

o EERHY ., - BB L

EMR : Electronic Medical Record

PRSI - BRI (R AT, RIRE TR Al & & Te)

SEREFHAL - BRIRATZERTO 7 4 —2 e ) 7 ¢ G, BAZE M OTIGMERA, AN 72— Otz e

A HMEREAL - FERRIR T2 31T 2 FH A H MR

R A - ROk e R A

REEMES - R EMEL N

B XA, FEHEFRA . A MR, UMNs OFRRE T, EHIOLIFRHELLT & F J1 A
AT X DIENEEREWRE 2D, ZNODORHETIE, LY MHRO RWD ML L



T, WEBREMHELT 7 b L2 L3 EMR  (Electronic Medical Record) 23R & T
7oo BT, LB N — XIS < B CHUS T & 2R AE-CRERZIER D . BERAZEN M
HZEDTEDHADINT U R H AFHEDIIEDO—2>TH Y, ZNOHOERLITHIN TS Z
ERHERTE T,

2018 /> GPSP M IE CHRUBEIRFEZ A HFD—>& LT, DB A L7zili& AR S 47z Y,
KH A T g —ABINEAITBNTIL, MID-NET & MDV &7&f L 72l E A E ST
7228, Flo, RERT 7 4 —ABIMSALINTIEH S 03, 2019 412 IMDC 35 H L725H 6 35K
EINTWNE 9,

274 SCHk

1. JBAETGEE. EIRELORERTEE OFE K ORBROEMEIZET 5485, FAL294E 10 A 26
H /3 Af.  [https://elaws.e-
gov.go.jp/search/elawsSearch/elaws_search/Isg0500/detail?lawld=416M60000100171]  (accessed
January 2020)

2. AT T AT RIAVOEFEEBTEIIR DL RIEMRFFEHOHRA

[https://www.pmda.go.jp/files/000225894.pdf] (accessed January 2020)

3. T LJLYEE 50mg KON T P §E 50mg (EBR+GZR) % & e C RUE M AT 2 1A MR AL T fiT D> B 7Y

JFR D 4 0 Z &G B3 % A SR I & el 9~ 2 RCak A2
[https://www.pmda.go.jp/files/000227633.pdf] (accessed January 2020)

4. 7 F—Ey FEREHE LD KO F— v MBRIEEE HD O FHEE FFE 4R D et F
DA [https://www.pmda.go.jp/files/000230237.pdf] (accessed January 2020)

5. TUAY—100TY X 14WAH 7 U2 —100 = U 75 30 MAFIARD R U 2 7 F
PREHEE [http:/www.pmda.go.jp/RMP/www/340278/ab15ef60-42b6-402a-b4 7f-
cc756¢ef75a4/340278 22908A1G1022 001RMP.pdf] (accessed January 2020)

6. ~N—T=AFE 50mg X— T = A 100 mg X— ¥ = AFE 150mg [THR D EIS U A Z B BRG]
£ [http://www.pmda.go.jp/RMP/www/530471/44b0ca0b-0206-43ae-a349-
8af2b10d2b25/530471_4291054F1026_004RMP.pdf] (accessed January 2020)

7. A7V FT~7 BS AEHER 100mgl 7 7 A P— | ITAR D EHEL Y R 7 B HEGHEE

[http://www.pmda.go.jp/RMP/www/671450/4c16e0c8-577¢-4321-9be4-
2503e55¢3071/671450 2399406F1024 002RMP.pdf] (accessed January 2020)
8. ANy ME4dmg, AV I T ME2mg IR D EIRMN Y R 7 B HEE
[http://www.pmda.go.jp/RMP/www/530471/22d069a4-7d5-47ab-8ee7-
53b8045b4670/530471 3999043F1020 005RMP.pdf] (accessed January 2020)
9. AV TVA LU IS0 FRALIY ) 7 ¢ JIAR D EHS U R 27 48 BRG]
[http://www.pmda.go.jp/RMP/www/780069/1671c3b6-fd53-4d5a-8495-
5e22d1080cdf/780069 6419006F1024 002RMP.pdf| (accessed January 2020)
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2.3.RWD ZFHT HBRDI X

av
=

RWD OUUEICEE L T, =2 A MR, A RRESFEOENFET 2720, Jado X5

BElCEM &SN &® 7 b5 —4<DPC (Diagnosis Procedure Combination) 7 — ¥ %D, [E4

MLENTWAEEPE HNENTWS, LA L, oxiEfho HED 7= I IVE S - G

%,

BB O BO 72O 2 2 L3RS TR, 7—2 O RAMN THEET XE RO

—#Z LRI T,

e
ﬁ\

L7 b TF =4, EREDRREBEDIZODIFRICHE SN THELE SN TS Z D, §F
KEEDBWAL BV T L ERORBEE B L CTWARWAREER S 5, £, (RBRERICSLE
RUMEBRIZ LB MRS SN2V O T, EEIATONEZEITAN R TRE SN DDIT T
IEe0, L7eo T, 7—4 LICHHET 2R A FHm im0 ISR 5 2 L ITITER %
HChD,

EMR 7 — Z IZ 8 £ 412 MR R A ORI b REDOEE N LETH D, HEZE FIZhW
TREAMRA D FEHE S AL TV D EBF IR, BIZIE, TRYYIE ORI 2 5 > THRIE O BRI IR A 7Y F2
ENTNDLIENREZLIND, DFEV ., RAEDNFEM STV DEMOMARRIL, YD
WD IR & TR 7 > TV D ATREMICIEE AL E TH D,

— A AR EOBLE D Bl SN ZEA DRV IZOWTE X H0ERH D, #lxiX, DPC
T—ZIZFEDS< DB UL, MRS DPC Kbt 7T —Z IZIRESNTE Y . SMEHIARE
EREH IR THDL ZENEM LR D2 e D, BENDHEROE L BNAMELREICREA
TLHEMOERICHKTHT—FTHLILDEEZBND,

AFETIE, ZRAHT =2 OTERHEGICER T D8k 4 e TREDO xR LB 2 2EHOE

QRLDOHHIEBDOES. QFMMIEELZZ LT T NI LDEFED 3 DITEH L TR

Do INBITEFETFEZ MOTAEUSN O3 THURILSEEZBND,

23.1. SHHNERE., RERUVT7Y FHLZEET HSBROIXISONT

)

SIRTRIG B 2 HEROER

e A & 2D a— K (R~ AZ) (2iE TER K OBLE R O [E a5
(International Statistical Classification of Diseases and Related Health Problems : L, ICD) |
DI HNHINTEY , EPIBLROZ Y MED DRET L7283 ICD = — Rz L £ 0
HANIFENE (Entry Criteria) 23 E D HAL TV 5, ICD 22— RUSANDIEHRZH WD FHEE L
T, FFEOHMAEN I ST\ D, 213 EIA (Enzyme Immuno-Assay : 32 G0 HUIRTLE)
DEMIZEES EREEREIT O FH V0, [A—OBWIAEEEITONTWD Z & 2T 5
il M OFERR G-CBR R AL O Feli & M AB O TERZIT ) FHINEA I ND, iz,
TR L ITRR Db OO, MIRASE, SREWR O AFRRERT =220 TR, HE
BB (WAED 9 » ARI%E) 725 TERLEEGIDRESNTND,

BIL DB 2 BB DER

IR WD N LRI L LT, EHERRRFEANEE et 217 9 eIl BE RSz TATC /3=
— I (Anatomical Therapeutic Chemical Classification System) | (2L VD /o#Txt5 & & 2 2 UgEE
M CEANEFRS) OERMTOID, FHRICERE L TOAHRNREMTbNIZ LV H &
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M - UM AT D700, IBRRICERET 5 & O KRR OFJE) 2ELZRN
CLICHBILIZEREZT O FHIBHASND,

@ FHEEZELEEBEXDT U NI LDOESRE
wamDARA » ME TQBLOHLEEDER] LBBLARKTH L, L, 7V MY
LERICB T HEERAE LT, FIZIFICD 22— RIZESWTERT DT 7 M ADFE
P, FEFNAHRE OMER R AL TREDOHIRETH 25 A I TITHBFRIEA <> b
(incidence) . MREERF AU TREDOHIRETH 255 1ZITEAEA X (prevalence) &
ER LD ATC 22— ROERIZESNTT Fe 7 7V AFHIO 72D OFERE (LG ST
2 WIRARFHIEIE) &2 B2 T 2FOFF INHE STV D,

INETOEFEIZBREBTIH T 7o —F BT IBRaHERbHRE STV 5,
Hara 5 9%, —f%IZ1X EMR OFRREMIZIE SNV TEZRIND T U M AEFEE, IMDC OFFE
2T — & OERREMIZE SN TEM L T\ D, FRFFE T, @iE, BERFE, & ORI ME
R BEREMEICESSBBEERELZ IV RRAZ X — K, S VEOT Y M A5 L
L., LEFFF—=ZDICD-10 2— RE N ATC IZHESL EFEA Yy —he L, asr—1ro
ICD-10 =— RHM, ATC B, WfFHMOMAE DR EEOEKOER T, BE, FrRE,
BRI (Bra 7 — RGP SO S REFIFIEG) | BIERTRER (ol — Mathio 5o 5 IER
BHIEIL) SO 2l L=, ICD-10 =— R/ATC B &t U CHEEOEHZHVW5 2 Lick
D7 7 N LEZROMRER ENHERZ I NIz, £, BRI EICEDORREN R TIIR N E2VR
B X7, NEONIEIT RN FGERZ T — X DI EN D Jn G, MR EORITIH 2 H D
D, BREWHATH D,

23.2. YZLI—ILFOREEENLEERAE

BREE 7R BB T TED BT L — W » THEME S VD TR Cld, JREEREE DR SN T
BV (Too few) | TEFSOPHFERE L CTHEEEIZHIFRAER T G4V (Too simple) | JHRERNFFHM
DAV < (Too brief) | ZDXRIT/NELEREN G LD Z & 13472 < (Too Median-
age) . BEHEREIHEREICIEET 4 A 7 D HBRE IR 23RN S 4D (Too narrow) &5 RS, W
Pp% [Five Toos] NIASHHILTWD 9, D I 5 IRPUTIRR A~ DA AFUTEE L TED
NTWDER % 728G LIS IR 525, ARME & Z2 MRl O s iR O1a) Eo, BRIk
EOBRIZBWTRERL DO THLD, —T, WROBEILECTENLRWEREZATLEE,
ZAT/NRRIE S Tl MR ORERICH 23 B aE S 41 2 B IR W T AOMERZ 2B 2
HEMORNRICER T D, £lo, ADEE T, FEATRRIEOBLED HIRER R &35 2 L AR
B bbb D, ZOXIRRWICBNT, RWD IHIREEMHBOSE LR GLeT
ARV FREZR T — & V— A L LTI SN TEY . T E TIZHEk~ RIGHECRDS HsE S T
W% (Appendix 2) . 1RBRNEEECdH 2 BELFLCADHEBITINZ T, FEABFEBLS O FiE Ok
. IR/ BURTHE) (TR T AERE Yy 77— 2 OIEHFH 2R 3R T, £, K4
DOEE % Appendix 2 [IZB W TR T 5,
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#£3 EEEYTT—XDOIEHFER

{5 E Y

Lk A R v

EE/NRICE T DU R
7 R

Maternal exposure to benzodiazepine and risk of preterm birth and low
birth weight: A case-control study using a claims database in Japan”

ZHDEBIZBIT DG
= 2 b O

Paradigm Shift of Healthcare Cost for Patients with Inflammatory
Bowel Diseases: A Claims Data-Based Analysis in Japan®

HEIEE S U ibiE o

Disease severity and economic burden in Japanese patients with

A b OFHA

systemic lupus erythematosus: A retrospective, observational study®

Exploratory evaluation of a commercially available Japanese medical

AR papic record database as an external control for comparative clinical trials in
new drug development!®)
= = Impact of a direct-to-consumer information campaign on prescription
BRERBOR O | paen Oft preserip

patterns for overactive bladder'"

R (PHERODR
FHAM)

Influence of pneumococcal conjugate vaccines on acute otitis media in
Japan'?

2% 3Lk

1. Tomomi Kimura, Robert Snijder, Toshifumi Sugitani. Characterization and risk factors for recurrence
of Clostridioides (Clostridium) difficile infection in Japan: A nationwide real-world analysis using a
large hospital-based administrative dataset. Journal of Infection and Chemotherapy. 2019; 25: 615-620

2. Satomi Yoshida, Kazuki Ide, Koji Kawakami, et al. Prenatal and early-life antibiotic use and risk of
childhood asthma: A retrospective cohort study. Pediatric Allergy and Immunology. 2018; 29: 490—
495.

3. Hill, Austin Bradford. The Environment and Disease: Association or Causation? Proceedings of the
Royal Society of Medicine. 1965; 58 (5): 295-300.

4. Rimei Nishimura, Haruka Kato, Koichi Kisanuki, et al. Comparison of persistence and adherence
between fixed-dose combinations and two-pill combinations in Japanese patients with type 2 diabetes.
Current Medical Research and Opinion. 2019; 35(5): 869—878.

5. Konan Hara, Jun Tomioa, Thomas Svensson, et al. Association measures of claims-based algorithms
for common chronic conditions were assessed using regularly collected data in Japan. Journal of
Clinical Epidemiology. 2018; 99: 84-95

6. Rogers AS. Adverse drug events: identification and attribution. Drug Intelligence and Clinical
Pharmacy.1987; 21: 915-920

7. Yusuke Ogawa, Nozomi Takeshima, Toshi A. Furukawa. Maternal exposure to benzodiazepine and
risk of preterm birth and low birth weight: A case-control study using a claims database in Japan.
Asia-Pacific Psychiatry.2018; 10(3): €12309.

8. Shota Saito, Kyoko Nakazawa, Kenji Suzuki, et al. Paradigm Shift of Healthcare Cost for Patients
with Inflammatory Bowel Diseases: A Claims Data-Based Analysis in Japan. Gastrointestinal
Disorders. 2019; 1: 120-128.
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10.

11.

12.

Yoshiya Tanaka, Akiko Mizukami, Akihiro Kobayashi et al. Disease severity and economic burden in
Japanese patients with systemic lupus erythematosus: A retrospective, observational study:
International Journal of Rheumatic Diseases. 2018; 21:1609-1618.

Saeko Fukamachi, Masayuki Hashiguchi, Kunihiko Takahashi, et al. Exploratory evaluation of a
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[Maternal exposure to benzodiazepine and risk of preterm birth and low birth weight: A case-control
study using a claims database in Japan"]
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[ Antihypertensives prescribed for pregnant women in Japan: Prevalence and timing determined from a
database of health insurance claims?]
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[Prenatal and early-life antibiotic use and risk of childhood asthma: A retrospective cohort study®]
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[Paradigm Shift of Healthcare Cost for Patients with Inflammatory Bowel Diseases: A Claims Data-
Based Analysis in Japan®]
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[ Disease severity and economic burden in Japanese patients with systemic lupus erythematosus: A

retrospective, observational study®]
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[Exploratory evaluation of a commercially available Japanese medical record database as an external
control for comparative clinical trials in new drug development®]
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[Impact of a direct-to-consumer information campaign on prescription patterns for overactive bladder”]
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[Influence of pneumococcal conjugate vaccines on acute otitis media in Japan®]
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