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“Real World”. “Health Record”. “Medical Record”. “Claim Database”.
“Claim Data”. “Medical Data”. “Data Mart”. “Research Database”.
“Patient Registry”. “Registry Data”
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“Wearable”. “Device”. “Smartwatch”. “Wristband”. “Fitness-bound”.
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able Health”
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“Genome-wide association study” (“GWAS” % &¥r). “Mendelian Ran-
domization” (“Mendelian Randomisation” % & ¢r)
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LR g pin i L
1 Nature Communications 127 (1.7%)
2 Scientific Reports 93 (1.2%)
3 Organic Process Research & Development 81 (1.1%)
4 Journal of Pharmaceutical Sciences 80 (1.0%)
5 PLOS ONE 78 (1.0%)
6 Advances in Therapy 77 (1.0%)
7 Journal of Medicinal Chemistry 68 (0.9%)
8 Molecular Pharmaceutics 64 (08%)
9 CPT : Pharmacometrics & Systems Pharmacology 62 (0.8%)
10 Journal of Clinical Oncology 56 (0.7%)
10 Vaccine 56 (0.7%)
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4 Research & Experimental Medicine 612 ( 80%)
5 Immunology 560 ( 7.3%)
6 Biochemistry & Molecular Biology 537 ( 70%)
7 Science & Technology - Other Topics 500 ( 65%)
8 Neurosciences & Neurology 350 ( 4.6%)
9 General & Internal Medicine 340 ( 4.4%)
10 Infectious Diseases 291 ( 3.8%)
HiFAT © Web of Science®7 5V NA % & & 12/ERK



FR1-3 JO-NIVEURELEHIBES L @HXDF—T— K (2023%F)

F—7—F A LI
1 COVID-19 127 (1.7%)
2 Safety 113 (15%)
3 Pharmacokinetics 111 (1.4%)
4 Immunotherapy 93 (12%)
5 Epidemiology 88 (1.1%)
5 Quality of life 88 (1.1%)
7 Real world evidence 86 (1.1%)
8 Heart failure 83 (1.1%)
9 Machine learning 76 (1.0%)
9 SARS-CoV-2 76 (1.0%)
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graph vectors with a distributed bag of words model) % H\»T~XZ7 MVAL LY, 6N 7208 EH %
UMAP (Uniform Manifold Approximation and Projection) CTH#i L T RICICHKE L7z Zoutb)
FAZED ., XN THASN TV LMDV, B2 23m CHoOBEMEL HEEE L CEENIRT 2
ENTREE 2 ) G LD ERBIZ OV THENHEEZ RO H 2 LD TE S, KND I THE 72X 551,
MXATE A SN TV LR (HEED Bigram) 28127 V=7 L7e &7 V=TI 2&EN D50
DIAFMNVEEFBIZBWTEHETHEH SN TWEERB 2R -4I8 T, XN THEH S EH] 2 512
TNV— T ORETERT 5 & AbFa. BIEEE oS, JEEIRMIZE. 3B, BRRIIZE (TIREZOM%

M1—1 J7A—-/NVEURECENBES L ALFMHmIXOLMEME (20235F)

EEFRGEIEES) | 0

UMAP 2
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i
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..............

HiFF © Web of Science®” 51 XA b & & 12K
B0y MIGHLERLTEY, @l y 4 VR TERORZRZ 2 2KTTIHEE L TWh,

10 Le, Q.. & Mikolov, T. 2014. Distributed representations of sentences and documents. International conference on
machine learning (pp. 1188-1196). PMLR.

11 Mclnnes, L., Healy, J., & Melville, J. 2018. Umap: Uniform manifold approximation and projection for dimension
reduction. arXiv preprint:1802.03426.
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R1—4 FEIN—ThICEHEECCEHINARE (BEEOD Bigram)

BRI ZE CEVERES) BRI ZE CEVERES DAL 7 7 F >, COVID-19
e BB BB

1 Free Survival 1 Adverse Events 1 COVID 19

2 Adverse Events 2 Real World 2 Immune Responses

3 Progression Free 3 Clinical Trials 3 Adverse Events

4 Response Rate 4 Confidence Interval 4 SARS CoV

5 Hazard Ratio 5 Cohort Study 5 Clinical Trials
N i HEI et B

1 Genome Wide 1 Adverse Events 1 Clinical Trials

2 Wide Association 2 Plasma Concentration 2 Drug Development

3 Association Studies 3 Concentration Time 3 Real World

4 Meta Analysis 4 Physiologically Based 4 Treatment Effect

5 UK Biobank 5 Drug Interaction 5 Simulation Study
ESURIIE LB ST

Ll HHI R A I

1 Mouse Model 1 Building Blocks 1 Mass Spectrometry

2 Cell Lines 2 Cross Coupling 2 Monoclonal Antibody

3 Single Cell 3 Coupling Reactions 3 Drug Product

4 Gene Expression 4 Late Stage 4 Liquid Chromatography

5 Stem Cell 5 Reaction Conditions 5 Machine Learning

HiFT © Web of Science®” 5V XA b % & 12K
TN—TAOFLTHEAEN TSR (Bigram) ZHEIMER L. A by 77— FAEEN L RIUTERTSGIL L LTz,
SRR DR WIETHEEI 24T 2%, B TR EHSNLEBRER L.

rEt) Lo EREO T O Ao TRELHTEINLERE o7z EEMLOTRIZOWIZEIC
DWTHE T 25 ST S N5, BRIFZEICE 3 2o T S 255 & o B HE RS
Roni7zo, TNOATRICZER ECTHIEICXNSND 2 Lidh ol — AT, EHEEEZ SR E L
TRRRITZEIC BV TIE, =¥ FARA ¥ FOiHliF#E & LT, Time to event analysis?¥A < FIH S 415 [
WZhHAHZ Lms, MORBIZHET 2RI CHEASNLENEIIR L2 EKHANL CH N, HEL LT
DTN —=THPHENT20 F72. FK1-3TRLA LI COVID-19B# DTG EE S HFTEL 727280, =
BE LTV LAV —TDR SN2 ZOMDOIFZESTEE LTk, 7/ AT, MatFik, s
BNEE T AR D 7V — TR ENT2e KN — T O LCTHA SN ER 2SO, 058D
B L O AR L7235 O TH L Z L HEIES NS,

1.4 BIEFEZ(CBEITAUTILT—=ILRTF—2OMEBED T

70— NV EATREEAZEDEE G L 72 20234E I I E NG L RIZ BT A F — T — FOEFHIBWT
b, #1-312R”T L 912 “Real world evidence” &\ EHOMHABEENSEO 7T FHICMBELTEY.
VT IVT =)V ETF = N OB oNLEROBEENBEEEICBNT BRI TV I eV 0 5, V)
TVT—=NVRT=F DIy 72 2RKRTIRH ZH7), T [VTIVIT—VETF=F] L [T T =)L
FIUEFY A EWI) RN LRTNELY HMEICEH T2 2 ENEETH Lo 1T LdIZ, FDAZE O
MHARTEINTWDEFRT R -LIIRT BEFHIZBITA) 7V T =)V FTF—513, EEOMETEHET
DERPALNDL S OO [LRERIEREL, S5 5N 5 HEZRICB W TIE SN L BEOBEIRERER
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#1—5 Real World Data & Real World Evidence DE#

Real World Data (RWD)

Real-world data are data relating to patient health status and/or the delivery of health
care routinely collected from a variety of sources. Examples of RWD include data derived
FDA"  |from electronic health records, medical claims data, data from product or disease regis-
tries, and data gathered from other sources (such as digital health technologies) that can
inform on health status.

Real-World Data (RWD) are data that describe patient characteristics (including treatment
utilisation and outcomes) in routine clinical practice. In broader terms, RWD represent data
EMA" |captured in routine care which are not collected in a clinical trial and are relevant to the
subject (e.g., age, sex, ethnicity etc.), the disease, the treatment, interactions with the
healthcare system, as well as social and environmental factors influencing health status.
Y7 NT =) B 7F—% &d, BREBRE 1382, EREROBREEICE WL S /- &5
5—3'_ 7 %*Ejﬂo

We define real-world data as data relating to patient health or experience or care delivery
collected outside the context of a highly controlled clinical trial. Real-world data can be
routinely collected during the delivery of health or social care. (H#%) Real-world data can
NICE® |be quantitative or qualitative. Common data types include patient demographics, health
behaviours, medical history, clinical outcomes (including patient-reported outcomes), pa-
tient or user experiences, resource use, costs, omics, laboratory measurements, imaging,
free text, test results and patient-generated data.

Real World Evidence (RWE)

Real-world evidence is the clinical evidence about the usage and potential benefits or risks
of a medical product derived from analysis of RWD.

IS

FDA*

Through the analysis of RWD, Real-World Evidence (RWE) is generated to answer re-

EMA® .
search questions.

NICE"” |We define real-world evidence as evidence generated from the analysis of real-world data.
WA B OKR— A R—VEORHE b & AZVEK

FERICHET LT -5 | EERSINLIEDN S\, T2, VTV T— IV FIZETFT YA, [VTIVT =K
T=FOHIICED 726 ENIIET U A] EERINTEY, 2E50RIIE  OMlikoEFR T
WL TW5h,

WIS, VT NT =)V RF—=8 5, Figm LOHR TEBEIZED L) BB THH I N TW S 222w TH
HxIT o720 M1 —1TmR L 7220234E 12 UL S 7276913 DR 012 BT, “Real World” &\ ) i85 %
A MVFERICEH SN TV E2mL B0y b, ZOMoOGmLr #7710y N TRRLHREY
M1-212R"F e FI-5T, Y7V T = FF—%id, RICHEBHECOFHRICHRET S 2 LIRENTW
B, WL TOELIZBWTYH, "Real World” &) i &2 A L 725w LD K3 I ERIRIFSED 7V — 7
WKWEBLTBY ., 7/ AENTRCIEERRIIZE I B3 4 530 CTld, “Real World™ &\ 9 RIIAS T L A LA &

12 US. Food and Drug Administration, Real-World Evidence, https://www.fda.gov/science-research/science-and-
research-special-topics/real-world-evidence

13 European Medicines Agency, Data Quality Framework for EU medicines regulation: application to Real-World Data
- Draft, 2024, https:.//www.ema.europa.eu/en/documents/other/draft-data-quality-framework-eu-medicines-regulation-
application-real-world-data_en.pdf

14 JEAS 56 [\ AIEE T Ol ZE M OMRED 72O OIFERH O H ) HICHT HHEFE EHF1.2023 https://
www.mhlw.go.jp/stf/newpage_36390.html

15 National Institute for Health and Care Excellence, NICE real-world evidence framework, 2022, https://www.nice.org.
uk/corporate/ecd9/chapter/introduction-to-real-world-evidence-in-nice-decision-making
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MRS LI ENMETHY ., F I v 7 ABEDOT =B 7V T — ) FF—F &0 ) TR ST
WV ERGh L. BURTIE., EHMOBEERTT T — & N— 2L, HAEHREECET 28 E o
WEICL ) FRLOR L7 3K DA O ERE e TR T 2 BE. FICEIRRBO A TRIRAATF
ENDLZEDNELe>TEN, VTNV T— )V F7—% LR L THH SN LGHEIIRENIZR > Tnwb &
BN,
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BEAIIRT 2720, AR TIERICEFERRE N 70— N0 F A o8ISR a32B5. L 72503 % ZLICFERED
ER % 1T o 720

16 Swift, B, Jain, L., White, C., Chandrasekaran, V. Bhandari, A., Hughes, D. A., & Jadhav, P. R. 2018. Innovation at the
intersection of clinical trials and real-world data science to advance patient care. Clinical and translational science, 11
(5), 450-460.
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