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WZE BAL AT o 2 2He) FH% FAS T 2 B o]£F
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& Bl vAE sbge] EAE =AY A8 FAsior Atk o YT BAL
2Ru4o AEE 1l W A7 A%RE 9 2 A4sE ° =eo] Hh
A MEY BALe AN NEYol AWy FHo) MAE FFS B
ABAGAE MELL FFRSE U AST AX(]: VPR, o=, Uy
[PPV] 31 S4INPV] el 2308 w2l Agstm g A} B4 W5 B
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EAE A4 71 wet gE & oy F8UsA HUh AZA, B4 A

R HF HIAE TS 5 doh A 71HA 28 5 F4
y&ol e A%, g A= ISPE/SPORe] HARmonized Protocol Template
Enhance Reproducibility (HARPER) [1, 513 Zo] 3}t Aol A 7)dtsl =g
A5 w4 N TlolER 28 F U

Lo
oiN
A
i)

<—r
o

o
4o

9 A7 =4 = A9 vix 3 A

TA 87 o3 o FEHA e AedE, FHAS R HEH wFE
AdstH AA 7hs3 dFE FIE 7 JEF dT7AE dF ARE NG
e ARSI AGAg TA &4 AL ATFE A7 deoll, A7 BHaA
= &8 Ad FNEeE AS ST AT A vz 9 dAF SHAAE H
g 29, #3 E3E, A = Y53 FAHY AFYANHAS T BIA
A Zo] x3HAT}H

o8} ol AT Eiae] tig AR AEE AlFste 2 7HA A o] St
o] 7]oll&= RECORD A%, RECORD-PE A Zg]2~E, <A 2] 8sta ] 39193
(ICMIB)oll Al Ak 'olst A de] st& A 43, By, #HF =L ZFo gk
HaA} o] 2EHET =3 AF Y-S 3T s RuAY HE&S 8ot
of EWEC] BuAe dBAPS FASIER dfof ok &3 HIEHE 15|
Asll A7 FFY A A"t FAA ALY Aol YA ¥ A A
7} JdEt=s A3E 23 AS AR,

AT A2, dF, BAAA AF AAE ALt AT A9 I 9vE
AAsE ol & 4+ JY=F st Ao| vigAsith. B A AR D A9
SHAE EFst A AT A AMEAH 99kS AAHo|n #4F YA HF
1 A (nonpromotional) ¥ 0 2 A|&Zst= AS ags)or 3ok

10 47 243 2 7% BE
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al AFNA MEY} WPl HEYS HSF] WE mTo] TFHAY
ool FAHAL Wtk BA A 9al A BAs] A g W
sl Tawe wsc d

12. g0

o] goft ICH 7tol=eelol s Qe Bol & Agslm Al FAZ Bad thg
AT7h @3 =y Abe BA 3 AR 22 8 A0 de wa wiA

2l A B4R 2agit

A& A do]H(Administrative Claims Data)

Aol olg AlzE Abg B & Ao tiF o8 Aulz ATAe] o wy]
g8ko| A LAY sHE T o]

(m]=- FDA. Guidance Pharmacoepidemiologic safety studies using electronic
data)

1] & (Bias)

A7) FFP o2 HE AAHCE Hlojd

(CIOMS Working Group XollA4] #|<+3F. Bias (CIOMS X: Meta-analysis 2016 |
Japanese)

AH#l A ¢](Case Definition)

A% @ sy, A5ty olsE W
23 7)d

(m]=- FDA. Guidance Real-World Data: Assessing Electronic Health Records
and Medical Claims Data to Support Regulatory Decision Making for Drug and

].

2 AFAH, 7=

b ] = b ) h

rr

VA, AE

Ol
%

Biological Products)
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3% Hl°lY X tQ(Common Datat Model)

Al HolHE EA A9 EHAHOR FE =
o HlOlEiHﬂO]*/H]OlEM]Eoﬂ 3 B3 2L § =
&<s 3t doly HMute] A4 £F3H fEAOlA, =7 H Y e
AHgEkel BT AR B 4 AUt

(A Common Data Model for Europe? - Why? Which? How? - workshop report
EMA/614680/2018)

N33 A <2](Conceptual Definition)

A7 FAC: ==, 2, FHP)oIY EAS I e 3 ol AW
}.

(v]=- FDA. Guidance Real-World Data: Assessing Registries to Support
Regulatory Decision-Making for Drug and Biological Products)

ok

o &(Confounding)

(The European Network of Centers for Pharmacoepidemiology and
Pharmacovigilance  (ENCePP) Guide on Methodological Standards in
Pharmacoepidemiology)

ol g A&A(Data Accuracy)

T8E 2404 (e 54 THoz 43 SAYC] Y% == 48

=

ol 2HE A=
(M10 EWG Bioanalytical Method Validation and Study Sample Analysis -- Step
4 (finaD); 24 May 2022)

Ho]e A A(Data Completeness)
“d Qs ol 7} =A1g” (National Institutes of Health 1263 Collaboratory
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2014).
(v]= FDA. Guidance Real-World Data: Assessing Registries to Support
Regulatory Decision-Making for Drug and Biological Products)

tole d#AA(Data Consistency)

A B, A, FA, A W 24, ASA B 718 BIEA ARkel] 2% )
ol #H dHA

(m]= FDA Guidance Real-World Data: Assessing Registries to Support
Regulatory Decision-Making for Drug and Biological Products)

djo]lg Fdlo]A(Data Curation)

Holg Faolde B4 4 AF dEL SAHo By A% A4 &
& FeolA. dolg Fdoldel: the ZHEo] E@Lﬂ»} olo] FHHA e
. HolH F2(E AR X, doly Rg A Es) == 4y, o

=4
olg] &4 =, =49, Hx = o °“/H]/\i—.—1 H3) dolg AHAAH
gl % ol FA A, dHlolH ¢4 Az, vlolH ¥ME(FF dlolE 2d, A
T8k Ado] AHE, 95 Z9, 3 " A4, dole 4 &, dHolE A
2 A 5

(== NMPA. Guideline on Using Real-World Data to Generate Real-World
Evidence (Trial Version) English Translation)

tlo]e ®-f-A(Data Holder)

3 i 718 2 FAVFE ZES A3, Be siw HEC gt 54 i
dlo] By} BIZiQl dHlolglo] the HZHAES FAAY /- ddE 71X A4
o &g 54 dolEel #™ste] Holy FAIE obd AR

(Article 2(8) of the REGULATION (EU) 2022/868 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 30 May 2022 on European data
governance and amending Regulation (EU) 2018/1724 (Data Governance Act))

tjo] ¥ o] (Data Provenance)
‘(diolEulo] 2, A4 == A4 U) dely 7Ly delgrE A f X
TS U 9 o]/ & AWstET HA oY

=



(FDA Guidance Real-World Data: Assessing Registries to Support Regulatory
Decision-Making for Drug and Biological Products)

tlo]8 2# 7 4(Data Relevance)
tole 4= A4 Holy aa(x=s, 23,
gk SEe &4 U 23
(7= FDA Guidance. Real-World Data: Assessing Electronic Health Records
and Medical Claims Data To Support Regulatory Decision Making for Drug and

ol

HE)e 7HEAE AT

it

_(lj,]

Biological Products)

do]g A& =(Data Reliability)

tlolE A== wHoly AgA, A, olg 2 F37 JtsAdo] E=3HETh
(m]=- FDA. Guidance Real-World Data: Assessing Electronic Health Records
and Medical Claims Data to Support Regulatory Decision Making for Drug and
Biological Products)

tlol8 3 7}5Ad(Data Traceability)

4 AIAT RN W #F, 55, 7)), &4 HOlHAE, & HoHAE 9
Al A5 e BAE ol 5 A=F F

(m]=- FDA. technical specifications document Study Data Technical
Conformance Guide (October 2019))

t) X & & ~ 7] &(Digital Health Technology: DHT)

o2 B B $E2 AAATY TYUZ, ARY, 2TESO YEE MAE A
g3te AzEolth old @ Jl%e IubAl A YRE 8 A7 2A W7}
A gdd $E2 AGED drlde g8 AFORA, A8 AF Y & )
B o8 AFEC)), 42, HERH A nzE AL AT sk =F
Ao}, o] V1&EL o8 AFE ALY ATk B AgE $E ok
(m)= FDA. Clinical Trials With Decentralized Elements Guidance for Industry,
Investigators, and Other Stakeholders)

&3} WA Effect Modification)
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E3h WA e BY mFo] Axde] MXE FFol BB WE F A} Ao W
SA B BaE e B3 wAAAe gol det 2okl 0 e a5
4ge Aol U3 F wEe] dubd autsl T wFe] Ei) OB wEe
grol mek o9 FekAEAe) Aol Y W BT

(ENCePP)

AAAZ7]E ™ o]H(Electronic Health Record Data)

AAAZ71E(EHR) A 2" o 2355 /8 A 715 28 gubxQl 790l
EHRE $txto]l B9, g, X5 AE, Wi HF 25, dH=7], GAA 94,
of= 7|&, 94 AA 2 AA AHRE TS 5 U

(m]=- FDA. Data Standards for Drug and Biological Product Submissions
Containing Real-World Data)

(ICH E9-R1 - Addendum: Statistical Principles for Clinical Trials, Glossary).

= Z(Exposure)
=SS AgE AFA FUEI e A o5 AF == S ot ICH M14
Expert Working Group).

A dloly W E$ Z(Federated Data Network: FDN)
HolEl7l 923 wEdA Wyx FuE YEHIS de
E FHYsAY £4F F A= ddY E3I3HL 45 9249 == FDNY
d 2+ DARWIN EU, Sentinel, CNODES, OHDSI, MID-NET?| It}

(Hallock H, Marshall SE, 't Hoen PAC, Nygard JF, Hoorne B, Fox C,
Alagaratnam S. Federated Networks for Distributed Analysis of Health Data.
Front Public Health. 2021;9:712569.)

B A A A5 (Medical Claims Data)
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25 9D 7|e} A 8L 3t o 5H] IS Y3 B AL AT o 54
Ao B3 AH 2L RIAAHAAZE W == A(3HES Fgestr] sl
AARAZ]F(WHO)S] ICD-CM At =9} e £F3d o8 IZ=5 AFE3

oh,
(v]= FDA. Data Standards for Drug and Biological Product Submissions
Containing Real-World Data)

2] oF & (Medicine)

Aol e X5, A7, A e dis SH0E AMgsie ZE EE E
T4 =3

(Section 201(g) of the Federal Food Drug and Cosmetic Act (FD&C Act).)

rr

zZ2 A o](Operational Definition)

=4 dATolA A7 T4 228 2] A8 AFAIE £I delHE =
2 e g

(m]=- FDA. Guidance Real-World Data: Assessing Electronic Health Records
and Medical Claims Data to Support Regulatory Decision Making for Drug and
Biological Products (Draft))

3tz 73 do]El(Patient Experience Data)

BE Aol Fstar dwoly el thek $Ate] A did ARE AF
sl7] 913 dolgoltt. &2 A dHolHe tad ddd 4o A, B4,
28 9 $AEE 2AsE AERZ FHT 4 dio]d I3EA L) D
JEHO S 2 AA wHE: 2) eVt 71 e A wX e 9Ek 3) A5
gk Ad; 4 A elA Fas Ao gk 9A; 5 A3 Z A5 tg A}
MEE; 6) A7 Fogt e A9 AU F84.

(Title III, section 3001 of the 21st Century Cures Act, as amended by section
605 of the FDA Reauthorization Act of 2017 [FDARAJ)

¥AY/EF Y <8 Z(Phenotype / Phenotype Algorithm)
A(d: A2y FdeH), ¢ 54, 89 FA == YA AW 5 AG =

rr
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7 4 7hed AH. o]E A&t =EFH
AAR7HA BE B2 54 AY 4 Stk EHRZHE 44 dHeoly 248 H
= AY 715 duYgFeE A A BoE At

o

Aol HHY dugSoltt. ol LSS JA FE=(d: ICD-10 =
SNOMED)E A}83ld A7} 7|2 A HolgE 2¥3ly F&3t) ol ‘A=
F3dE T ‘A 29’ olgta REU|& St

(The Book of OHDSI, https://ohdsi.github.io/TheBookOfOhdsi/)

E}FA (Plausibility)

tlolElgte] AEs = ZAA

(m]=r FDA. Guidance Real-World Data: Assessing Electronic Health Records
and Medical Claims Data to Support Regulatory Decision Making for Drug and
Biological Products citing Kahn et al. 2016).

A=} doly 43 (Primary Data Collection)
2k, 1Rl Y5 AE7F e Ve &4 X 50 #Adte AAHOERE AH
dolHE 3%

(ICH E8°l A =3

Z 72 X Z(Quality Assurance: QA)

AA% F4 71+ R AT A 8o wA A7 53, o)y AA, =43}
(715), BV} o] FAAES BHASH7] 3] FHEH 2 Agd AAZA =4
(E6(R2) Good Clinical Practice (GCP) -- Step 4 (final); 9 November 2016 -
Glossaryoll A =)

Z 4 #AF(Quality Control: QC)

AT #H FF9 FE 8o FFHASA Fdshr] HaEl FE S Al 2H
oA T35 &9 7IH 2 &5

(E6(R2) Good Clinical Practice (GCP) -- Step 4 (final); 9 November 2016 -
Glossaryol| A4 =)

AFA vEY E4(Quantitative Bias Analysis)
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(Lash TL, Fox MP, Cooney D, Lu Y, Forshee RA. Quantitative Bias Analysis in
Regulatory Settings. Am J Public Health. 2016;106(7):1227-30.)

A AL&-d) o] B (Real-World Data: RWD)

Ot AU 2Ry A4 = A9 1A AH 2/EE 954
Hl 2 AlF3 #HE dolg. A4AEHolHRWD)S] oo+ Axx17%7] S(EHR)
A de dHoly, REATAR, g5 AF 2 AW dAZEZAA U Hol
2rtd A g gojg B d2 FRE XT3 A A4 HolH, A%

B,
AR GEE 5 A VB ARYNA B HolH(): B4 o8 AlzweA
FRE FAH 9 A AAEA £AF dolH)t A

(m]= FDA. Guidance Real-World Data: Assessing Registries To Support
Regulatory Decision-Making for Drug and Biological Products DECEMBER 2023,
Draft Guidance Real-World Data: Assessing Electronic Health Records and
Medical Claims Data To Support Regulatory Decision Making for Drug and
Biological Productsoll A 2-3])

AAH-E A Real-World Evidence: RWE)

AAEH O H(RWD)S XA =5 95 AFY A 2 #AAd FAAH%
sl #3 LA FA

(v]= FDA. Guidance Real-World Data: Assessing Registries To Support
Regulatory Decision-Making for Drug and Biological Products DECEMBER 2023)

9 A 2= E 2] (Registry)

AAzENE 54 AW, 4%, £ =2F FoyE iuoRRy Al A
48 29 elolEE FYste 245 Aadoln
(m]=r FDA Real-World Data: Assessing Registries To Support Regulatory
Decision-Making for Drug and Biological Products DECEMBER 2023, 3 EMA
Guideline on registry-based studies 24 September 2020 4 %))
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Ho]el 9] o]x2 &-&(Secondary Use of Data)
HzY 77 FAIA= v FHoZE 7]E HolHE A= A

(EMA Guideline on registry-based studies)

AW

#F X & (Standard of Care)

ot AE77F B4 w3 AW dig FAA3 A=

B77b de) Abgste AR 29 A, 2E R =t E2E aWolgas
=

(National Cancer Institute Dictionary)

A B2 A 8 (Statistical Analysis Plan)
EA BN AYL Z2EZ Yy B 38 EA g KT} 713 0]
I AAR AEE Fa e, 1A F 2xr Wgel 7|E vy e A4 EAS

A3str] 913 AARE AAE 23t T Aot
(E9 Statistical Principles for Clinical Trials -- Step 4 (final); 5 February 1998 -
Glossary)

53X A A (Target Trial

JbRssthE BA AR B 5 e hde) B9 YA
()& A: National Academies of Sciences, Engineering, and Medicine; Health
and Medicine Division; Board on Health Care Services; Committee on
Developing a Protocol to Evaluate the Concomitant Prescribing of Opioids and
Benzodiazepine Medications and Veteran Deaths and Suicides. An Approach to
Evaluate the Effects of Concomitant Prescribing of Opioids and
Benzodiazepines on Veteran Deaths and Suicides. Washington (DC): National
Academies Press (US); 2019 Sep 24. 2, Specifying the Target Trialell A 23))
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