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National Academies Press. 2011.) PRIA KT vy T—2LEE
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W5, LL, By 7T —nbibiice ENAEY TEEHRE X —0NEE T HES
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guidelines: 18. How ROBINS-I and other
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rate the certainty of a body of evidence. J

Clin Epidemiol. 2019;111:105-114.)

(3) B I F—anbfibnicoe s v
A D FH

W, By I Tr—2nbEbhl-oe s
v A (TReal World Evidence|) ®EZEMEMN
BRI STV D, L L, IERDERIRIFSE &
FBIEMRANLEONET—FTHDZ
L BT TN RbN T E T A
HEFEMEICRADRN S D Z LD, BIRETA
RI A AMERIZB T, o= 7 A
RRICEOREFEMEZ T2 Z L ANETH
% EfEf S5, (Schinemann HJ. All
evidence is real world evidence. The
BMdJOpinion; March 29; 2019.)

By T =2 nbi{oNn5 T ET AL
DNT, EFIIME~ DBEMFEL LTRA
TAY R DM EAT 2o T OER, BEAFOR
S ROFHICADE T, T —F =R
BHT DA T AZONWTHEENRLETH
5o HWEBO—BL L TRERINDLGT —
L2 EEIGE . AII ARIRNDBEL HH]
REMED B 572D A DA NI, Wik, 7
—ZDRFE VST, T —H = ZADFHHK
AN LTZf i 247 5 MEDR B D, 5EM7ZR
HEZOWTE, (2. By 775 —2nbE
BNTZE T ADY A7 31T A5l
B,

TET UARMKE LTRHMIT ABRICE
L DOBENTEDRE R & B TR+ 2 Z
LI %, DB By 7T — X DRFETH
DY TNHFARXDRESINS, AZT T
U RTBT AP S et e 5



25 EDEESND, bHAA HA DY
g8 & U TRkl L7ZBRIS A 7 2 Y R 7 5T
D 22 WIS A L2 b O F
EEDEEZITMDHZ LN TE 5, LinL
By 77— nbEbNe= T U ADN
AT AV AT BREWIEE . EOFFEE R
TR HTIC L o THEEMEZ RFTT 272 &
DOEENVE L /2D, 20X 9 efimhi,

v 77— 2 EA O TIERZR VDS, R
T ERRENZ LN, KVEE
WROHND,

(4) BFETA RTA MEREE Y 7T —
4

DA RT A OIEFGRFRIZIB N T,
TET VAREDOMONE A BF LT, R
FE O B R AR DU KT 2 HESE 2 AR T 5
(Development) , {ER S AVTZ2IET A K F
A NFFEE WL V2T XU RED
KT &L SN (Dissemination), B TE
WA RTA L OHIRZIEHTEH LI 1T
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. Challenges of informed consent



5. Questions, comparators, and
treatment strategies

6. Outcome selection and
measurement

7. Monitoring safety and trial
conduct

8. Data collection
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Cochran RoB 2 (for RCT) ROBINS-I Minds

Bias arising from the - Bias due to confounding EIR/N\AT7 X

randomization process - Bias in selection of e ShABBOE=EA
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the outcome outcomes
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1. BEAASAVEETDERAE

& A A

[SEAARSA]
(Clinical Practice Guidelines; CPG)
o BERAARSAUIE. BB TEHRBEILTHIEXFBH
ELIEHREZEOXETHD.
o FNBIFX. TIETURDIVATITA4YILE 12— BIRA]
BE A EOERKRICOVWTOFEDE M EL -1
[ZEDLTLNVA,

D BEDODTT7OREBEIL: BERDLOER
@ #HEE

® YRTFITFavILE 21—

@ FIEDLMH

Institute of Medicine (IOM). Clinical Practice Guidelines We Can Trust. 2011.
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LIA RS A2 (CPG) DIERLBEE

EvIT—2&LMLTESH ?

Systematic Reviews and Clinical Practice Guidelines  cawumen
Healthcare Decigiol : for more nformation

DEVELOPMENT , Assess,
F SYSTEMATIC  Synthesize Evidence
REVIEWS

CLINICAL PRACTICE
GUIDELINES

( fifEER
aRM fRE
' o = D
(ERIRIR ) and Chascteristis =
BELEREDERRE a0,
4572
4 Institute of Medicine. Clinical Practice Guidelines We Can Trust. 2011":‘?‘
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TEvdT—421&l&

- 20194 . IBig Data|h*PubMed®MeSH term(Z
- TAEOCANBUNDOE RO A GAIEICREELFz/ 32—
Vv AEA . BEEEBRALMNIY SIS, AEMADLIEL
(FEHEIEA—BCRENINEVELT DEIGEE
[CR=®DOT—%1(PubMed)

« EvI T30 (3V) (Laney 2001)
— = (Volume)
— dLEM (Velocity)
— kM (Variety)

E &R EDBIg Data

- [BE-EE-NEIFOEYIST—421(EEFHBEE 2017)
— LETMER- B ERZEFR/HRT —2X—A(NDB)[ZE
*ﬁéhéI’£J§l/t7°l~0)7'—’5l‘b¢#mﬁ_n/#0)7'—’5l T
;;’éﬁ':r!ﬁ BET —AN—RIZEBEINENELEZTLD
T_ 'Vag/rnxnuml‘ *&%0)7_

o fthic
— T FEEEC 8% (Electronic Health Records; EHR)
— National Clinical Database (NCD)
- BEOERBEDLIRMN)
— BT INA ROEERET T
— Google. E=F. #th

EEHEE EROBEERED-HOEVT TFT—AERMEICETLIT—4
ANV EHEESTE. 2017, & HA A
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* Food and Drug Administration (FDA)

— to help support the approval of a new indicator for a
drug already approved

Real-World Data (RWD) are data relating to patient
health status and/or the delivery of health care routinely
collected from a variety of sources.

* Electronic health records (EHRS)

* Medical claims and billing data

» Data from product and disease registries, etc.
Real-World Evidence (RWE) is the clinical evidence

about the usage and potential benefits or risks of a
medical product derived from analysis of RWD.

U.S. Food and Drug Administration. Framework for FDA's Real-World Evidence
Program. 2018.

)4 K F
SR
BB HARS L RO R
* Real World Data (RWD) —@%EL\MIZLTES,
* Real World Evidence (RWE)
- Ew%T—%:Big Data
BIZF
_ ™\ Z Dt
~— Big Data —
@ )
@ 1
\_ 0k < 8
\

T3
(%) S RAKRE
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3. EVIT—REBERAARTAUER

8 A K
10

EvyJT—%%CPGERICTERT HER
* RCT(H) W oBondIETUADMHT
-YII L7
— LEE O EREE
RWD has the potential for separately investigating

the clinical outcomes of each treatment pathway......

Jeon Y et al. Common data model-based real-world data for practical clinical

practice guidelines: clinical pharmacology perspectives. Transl Clin Pharmacol.
2020 Jun;28(2):67-72.

- 7ML

While RCT evidence for the use of these agents is
equivocal or negative, real life studies have shown

some efficacy with respect to improvement of pain
and function

Misra DP, Agarwal V. Real-world evidence in rheumatic diseases: relevance and
lessons learnt. Rheumatol Int. 2019 Mar;39(3):403-416.
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Ew455F—4 (RWD/RWE) DB S D HE it

* However, undue emphasis on real world evidence is
potentially risky for guidelines and beyond.

— RCTHReal Worldh &5 TLVS

— RWELEFEMHIZR R (RIRLER) A H S
— RWEDT—2ELTOHRWNNIEHTHS
— RWEISHREREERD—EFTLAEL

» (Guideline developers) should then assess the certainty

of the evidence, regardless of its label.
Schinemann HJ. All evidence is real world evidence. The BMJOpinion; March 29; 2019.

https://blogs.bmj.com/bmj/2019/03/29/holger-j-schunemann-all-evidence-is-real-world-evidence/

IETURBKIZHEAANS

12

> DR T 12 Rk, Big Datah bFbnf-fE R 2 EFEL .
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VATITAvILEA—DiFih

« RE-INE
« RPVY—=2%
o {8 < O %R & ST
« TEF U RERETH
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4. 8% D&

& HAmK %

14

- &2 DHE - >> SR
=l NS =3 ~

BRARONATRAYRIOHEEE GHE%)
Bias arising from the - Bias due to confounding  #iR/NAF7 X
randomization process - Bias in selection of HEEIShSEEOE SRR

participants into the study FDE
Bias due to deviations from - Bias due to deviations ETINATR
intended interventions from intended TTDE

interventions
Bias due to missing - Bias due to missingdata  FEBEA /N4 T R
outcome data AEEHIAO—T VS
Bias in measurement of - Bias in measurementof  f#&H/N\A(T7 X
the outcome outcomes s REUETIMLAIE
Bias in selection of the - Bias in selection of the (FRE/INATR)
reported result reported result
(other) - Bias in classification of ZDHDINAT R

interventions A+ DER DR

- Z D GERMT I H L
WEEXET)
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5. IETUREAKEE

Sy AKX F

18

GRADEIng Certainty of Evidence

DownGRADEing UpGRADEing ‘ Certainty of

Factors Factors Evidence
* Risk of Bias
Are the studies poorly
conducted? PPEd

(it i High
(initial: High) |* Inconsistency 9
Are the results inconsistent | « | arge Effect

across studies? 000
Moderate
. * Dose
* Indirectness ReSDONSe
Nond ] Do the results not really P ®®00
Randomize apply to my question? . Low
Study (NRS) o * No Plausn_JIe
(Initial: Low) * Imprecision Confounding ©000
Are there too few people?
ROBINS-I% peop Very Low

AW5i5a - Publication Bias
R Are we missing studies, or
High 5 have selective studies?
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272(13): 1293-1298, 2020.
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