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Evidence-poor medicine: just how evidence-based
are Australian clinical practice guidelines?
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Background: Chnical practice guideline: sim to asit medical practitioners in making
efficient evidence-based deciions in deily practice, However, interrafonal stufies have

shown that the majorty of recommendation in Anterican and Buropean guidelines are

Cotrespondence st based om strong evidence,

Camesn Venus, The Royal Melboume Mospitst,  AIMS: To review Australisn clinical pracice guidelines serom 8 broad range of high-

A0 Graltas S, Parvis VIC 3060, Ausiraia, impact comditions and determing how evidence-lased they ane,

Emaf camarnnvenus@miong s Methods: Ausralian guidelines publbished from January 2010 to May 2018 relating 10
the wp 10 causes of death in Austmba were idemtified from the Mational Health and

Recervad 3 lanuary 303, accenied Medical Research Council (NHMRC) clivical practice guideline datbase and other rele

2 Melgist 2013 vani soumes, The graded recommendations in thess guidelines wers extracted for anal-

s andd the systens used for grading the recommendations were recorded.

Results: Ten relevam Australisn guidelines were klemified, conaining a 1ol of
F48 graded recommendationa Al 10 guidelines used either the Grading of Recommen-
dations Assessment, Development and Evaluwtion (GRADE) or NHMRC systems 10
asfess recommendations. However, only 18% (= 1346) of thesw recommendation
were baved on Level 1 {or equivalent) evidence; 25% (r = 185) were lused on Level T
evidence, 29% (r = 218) on Level TIT, and 9% (x = 66) on Level IV. Consensus-based
recome ikkatiors accounbed for 19% (1= 143) of all recommme ndations,

Conclusions: Drespite the enthudasm of the evidence based medicine movement and
its documented suocemes, contemponary medicine appears o remain lemely evidence.
poor, ot evidence-based. Future mesearch should sim o provide reliable deccriptions of
what constitutes valid clinieal easoning in evidence-poor situationm,
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NENTIR SN TV D CHRERE L (A
I )—=27)

BE LN S, ThETIIRESH
TWBEBETA R T4 OVERTT ki % 5%
L, ZOHR Ty T —2h G007z
TET U RENENNT D H7E LT, 25
A RI A4 MR ZE @ LT RS OH 0 i
DONWTRE L LTE LD,

FENT, TEF U AOIFAMICBET S Sk
PWEND, BRI RICB T Yy VT —4
DFNNZ DWW T HETRINT R LI5S % 1
VB, 7= _X=REBRT DA T A
U A7 OFHli#lEAE £ LT,

(frw B ~ D FLRE)

¥, AWFSTIL, BEFISTR A x5 & L=
BAHETH Y . mFEELZ LI LR,

C. WFFERER

1. BBIA RTA e 7T —H (Tl
2 SCHERAR AT

(1) IEE &agR

SCERIBERIC KV L 155 RO TR R R S 4.

30 RO SRR MRS RIS & 2o T, FRFETRSR
LMol SR, EE A G BETA KT
A > DOVERIZ BT 5 3CikAY 18 14 (60.0%)
W e O - JE BT 5 STk 5 1
(16.7%) . FFEAMICBIT 2 SCEk2y 12 fF
(40.0%) . ZL T, WAL 714 FN
HIED 2 (6.7%) THoT-, CERDBHE
HIZRFHENOIL, BEATA RTA4 By
77— L ORE A LD SRS £ 724072
WZ &L B D TR O W TGRS O
LUz D Z EDNHBLNIT 5T,

86

(2) =v7F ARl %

1) il = OWFFED A

WERPL LIXLIEZREINLZZET VA
DOFHm 5L & L TiE, Oxford K50 EBM
X —DTET ALy

(OCEBM Levels of Evidence) 3% % (%
HAN—T a3 21), RESNDENTEX
S TV ULVGHNRIR D03, IBIREDITA
ORI % FHIT DR L~k D X 9 12
SEHEND,

Level 1 : 3D 7 v 7 MMEERBR D AT~
T4 w7 L Ea—1 LT nof 1 ik
Level 2 : 7 &7 2MEEAER S L <IXKE 7240
R DRI
Level 3: T o # bbbl adk— g L
SUESIE] Y
Level 4 : JEBIZERE, JEFIRHEER, & L<
Xt A N YU VAR ST
Level 5 : A 1 =X LIS < Hidw
AT LWERIRSE - WHoEE 2N
& LTHE LSRR v 7 v 2D
HEThDH, TET U ADBIZOWTIRE
HIZRHTCIE 7R < L £, BT U AITHEES
SHERARILT DD TH RN, 207,
HEREZAERCT D BRICIZ, =B F v R DFEHM
7REHE, 2 LT, SRR OB R BB T
DI ENMELRD,

(OCEBM Levels of Evidence Working
Group. “The Oxford Levels of Evidence 2”.
Oxford Centre for Evidence-Based
Medicine.
https://www.cebm.ox.ac.uk/resources/leve
Is-of-evidence/ocebm-levels-of-evidence)

{5l % DLFRDO = BT ADE TG 2
FEFC Cochrane O = 7 > AFEAl 514
&%, Cochrane (X, ¥ AT ~7T 4 v 7



Ea—0DOHEERTHOTHHN, ZDOHh
TfEl% D RCT O/NA T AV AT ZFl3
HHEERLTWD (Db OlE Risk of
bias 2 ; RoB 2), %2 Tid, #EOHE%E
B2 DT T I ENARAT AT AT %
Al L CTRTZ ENRRD LN TS, A
T AU A7 OFHl OFER A R D K5I
T2,

. U MMEDOIBIETHE LD NA T A

L BELEM AN OB L BN T

TN T = EORBIZEDNSAT

. T U R LDOWECBIT DA T A
CBE SN ROBIICE T 54T

N ook N ow N N =

a7 7 NN Z EITEBEOWEIC S
T, ZRHD 5 OOFROBAN G, [
AT AU A7 RN TS ODREEDR
D1, [INALTRY 27 @) O 3 BT
AT O 2 & & ShvTW b, (Higgins PT
and Thomas J eds. Cochrane Handbook
for Systematic Reviews of Interventions.
second edition. Hoboken, NdJ: Wiley-
Blackwell, 2019.)

By ST =2 NbEL N T AE
Tofidl 2 DBIZNIENC KT D34 T AU 27
ORI EE LT, A AREFRIEREFAR B
23R L=, Risk Of Bias In Non-

randomised Studies - of Interventions

(ROBINSD) 72&Wd 5,

H AR E RS RER AT A (X, BRI D
WT RCT E[AERDASA T A Y 27 OFH
FHEERBZELTND, AT AY A7 %5
flig 28k E LT, WIZRT L9, RCT
ERERIC 5 AR EL TR, ThTh

DRI AT 2 HB IOV TR 21T 9,
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1. BRALT 2 (FRKETOE)
2. BT AT A (KT DFE)
3. WAL TR (KRBT D N A
iE)
4 JEBREADASA T A (RFERIRT +u—T
> 7)
5. ZOMDNAT A (K453 7228 5& DM
. Zofh)
FNENDNARAT A ZAZ 2N T, K],
(/e ), TR o 3 B CRE§ 5,
(Minds Z3EHA K7 A MERR~ =27 )V
MEZES. Minds 2T A K7 A 1ERK
~== 7V 2020 ver. 3.0. AZEMHEANH
AR REFEAMMERE EBM [ 5 11 #50.
2021.)
ROBINS-I %, 7 DDOfEE) bR S 1
T2,
1. I L DA T A
2. WA AT B ORI T 5
INA T A
. INADRESFCBT DA T A
. BEILE AL OB LD AT

. RETFT—HIZLDNAT A
. T U A LAREICET B8, T A
LS SN TR R OBEPICEET BN, T

N N o o Nk ow

TNENIZHONWT, "M T RAY 27 % K
WL TRRREE S TERAN) TRERY) O 4 B
BE. b L<IEL MEwaa L) THET %,
(Sterne JA et al. ROBINS-I: a tool for
assessing risk of bias in non-randomised
studies of interventions. BMJ. 2016; 355:
14919.)

LLL#RSr L7= RoB2, Minds, ROBINS-
I DFRIZONTEL DD ERD L IR
Do



2) TET U ARMAEEAT

il 2 DFGL T ENZNA T A Y R %G
L7ztglc, fFETHEESNTWDLT U Y
LATLIZZ BT UARIKE L TCE LD T
BT U ADREREME AT 5, mET A
AR OFAG TIXLA T OEIR A B ET D,

1. "M TAVRY
2. HF—HM%
3. FFEHEME
4. Nksfer
5. HRAA T A

TET VARIRIZON T 4 B TRt %
179 (A: =7 ADEHEENEW~D :
T BT ADEEMEDRIEFITE D),

(Guyatt G, Oxman AD, Sultan S, et al.
GRADE guidelines: 11. Making an overall
rating of confidence in effect estimates for
a single outcome and for all outcomes. J
Clin Epidemiol. 2013 Feb;66(2):151-7.)

RCT 122 = v F & A KD YT
fifilx A, BERHFFEOPEEHTIZ C & ST
WD, BEENTED AL, DT BT v Ak
ROFHEHEE T— 2> b2 TiF 5 Z &2
RS TEG BT IRORE S HEGA
B, A5 R 2 S S E O ASKKFABE L, =
BT U ADHEFEMEE BT D 2 L EmET S
LW FiEE R LTWS, (Guyatt G,
Oxman AD, Akl EA, et al. GRADE
1.  Introduction-GRADE
evidence profiles and summary of findings
tables. J  Clin 2011
Apr;64(4):383-94.)

GRADE 7 7' v —7F T, 14 ROBINS-
I % W2l 7 B2 #7351 CL % <
DFRFT NEMENH D Z & 258D >
SO E AlZTHE I RLTWD
% , (Schinemann HJ et al. GRADE

guidelines:

Epidemiol.
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guidelines: 18. How ROBINS-I and other

tools to assess risk of bias in
nonrandomized studies should be used to
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
24t (Implementation) L. B3 &K
ODEBREDOZZLLTENIND
(Application), = LT, Bl COIEHIZD
DT, JEHORERT U b I LD
NEHli S5 (Evaluation), KIZ/Rd X 9
2. BIRAA BT A OVERGBRR TR E
2L OO FINLEST B d, (BILEFE
Wi, ©y 7T —23REIA KT DT
BTV RILRDON?EFDH P K
272(13) : 1293-1298.)
ifﬁf%k@yﬁ?~&@ﬂﬁ:ow
TE, W 1ICBTFDBETA KT A - D1E
ﬁK%wT%Méﬂé%®T%éoty7
T—H &iﬁﬁﬂ?fﬁ%@ﬂyﬁﬁ‘%i&ﬁﬁgﬁié 3
DTHY, ZZIIFRIETA R T A D
%%ﬁhﬁ%ﬁ#aiﬂf%éo%®%ﬁ

89

AT 52 & T, ROBETA KT A~
ERICHWD Z EDTEX H BT v A& Al
DT Z LN TELAREMENH D, LI
ST, AERRDEERE, & 0ot ERk O FHm B
NS BIETA R T4 OERGRIE L, B
v T =R WA R4 Dif
A - Bl A FE T DRI < D N EEE L AR
HEEZBND,

(4) #5
AWFFEDHITRD 2 REE & LIz,
1) &2IRITA BT A AT, o
W71 > (RCT %5) OWFFEHRER & [Fkk
[ 7 At & NSY C XSV a W i P e
BlZIEE LCRMEL ., =7 v ARRIRIZ
MAEAND Z &

2) {ERRORIEEEN D Ey 7T — 2 & H
WERBIETA KT 4 O « FHlilz oW
THET L, FEhd 2FHE2>< 52 8

2. BT T=EnbEoNIE ST A
DY AT AT AR
(1) [Pragmatic Trial and Real World

Evidence] vV — X|ZBIT 5T — % OILEL-
=gl
2017 4 2 Journal of Clinical

Epidemiology & 1212 T, [Pragmatic Trials
and Real World Evidence | /& L7232V —
APl Sivle, AU =TT O 8 A&
DR LD HAERL S LT,
1. Introduction: Pragmatic trials and
real-world evidence
. Selection and inclusion of usual
care sites
. Participant eligibility,
recruitment, and retention

. Challenges of informed consent



5. Questions, comparators, and
treatment strategies

6. Outcome selection and
measurement

7. Monitoring safety and trial
conduct

8. Data collection

FHRIZAGR I NIZIBEINADIT E A LIS,

BRIR BRI E & SR | i 72 TR &
BIRT LD ReET v 2320, 7
77 ~7 4 v 2 N7 A7 /L Pragmatic
Trial 1£. HEZHICI T DI AR D
FRRFHI IR B ZMEIC BT 2 = B F o X 2 24t
T 5HDThH Y, Real World Data D434 +
#A75 Real World Evidence % 15 2 040
T&H 5, (Zuidgeest MGP, et al. Series:
Pragmatic trials and real world evidence:
Paper 1. Introduction. J Clin Epidemiol.
2017 Aug;88:7-13.)

KN —=ATCRETI7I7~T 47 bIA
T DFERZET DRl fe 2 RS T
WD, Ele. T T T 4w RIAT LD
Y —r & LTik PRECIS-2 8% 5,

(Loudon K, et al. The PRECIS-2 tool:
designing trials that are fit for purpose.
BMJ. 2015 May 8;350:h2147.)

AARTH AR TGN T T 7 ~T
A7 FITATNEFHRL TN D, (AAR
T W2, Pragmatic Trial ® A& A,
2018 4.)

8 RADWMXIT, 77 /~T 4w/ T
AT MIET L7 — 2 OINE, EEEFE%
$er LT 5, (Meinecke AK, et al. Series:

Pragmatic trials and real world evidence:

Paper 8. Data collection and management.

2017 Nov;91:13-22.)
RER DT — X W FHE L

J Clin Epidemiol.
Meinecke 513,
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L T, BFRIRIERIHRE 7 4+ — L OFH, BE
FOFEIE G HEICED b7 — 4,
WH DG (NA TV R77r—F) O3
DEHEFTCND, ZOHTE Y T —HI(T
FUTHOIL, HEMIZED NS T —X
DIFFIRTH Y . £ ZITITE I/
# (electric health records : EHR), L2V &
UL RBGER WD D D, ZILBITE
BIRE 7 4 — 2 LT, BHZRICEE
LA Z LR E ST,
HEMICED OGNS T —2 ZIEHT 55
DOFEE LT, LTFORENFET BN TWND,

1) T—Z_"—2DRAK

HEZECHOWOLNL TS T —HX—2
e R HROE L TNz, fFFEIcs
ERFEHESRA T EN TV, T—4 N0
HHFEE CiRft s TR gk s T
WV, HOFREND D,

2) T—HX DL - EffEN - 2N
T—EPREEFEINTWEE LT, JIE
FEDSARME, KIEME, FRA T E D RE S 4L
DI, T =X OFYPE, B, MRS
MERH 5,

3) T —4DE et AT — R —
AN - [HDOFER

T = DERFEEMEN, [T — A
AN, TR DT —H = AR D
DL, T RX—REERRT HERITIE
T A R—=2ADFHEE BT ZMERH D,

4) AEFRICET L LMy
AEFRIIET L7 — 2T BB, £ L
TEHNNES N D LENH D05, BE

A
IR THWOIL LT —ZN—Z2Tl&, #lH
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ANTJOBIE, T — & AT K5 & FI|F AT6E

6%%&@@%i\ﬁ%$ﬁ®%ﬁﬁﬁﬁ
LHERGETHIET TR, XEEEATD

LIl %,

5) FIAN—=LT IR

A THr—LRarty MoESXINE
SNDHT—H LRV BT —F N
—RIBERSIND T —Z~DT IR LR
g2 Z Lk, T RN—RITRERINT
WDHRBEDT T AN —OHEFIZET 5
(ER7R) BEEE L IED,

_®i927 B _X—2 %A HEED
EJ%Z' ZHelt T, Meinecke & IZUT4EDOWFZE
3 Téﬂﬁfﬂﬁ&?fi’ﬁn)[ LT3,

(2) ©vrTr—#nbiohl-=tes
ADINA T AY A7 G

BIEMWITRITKI T 234 7 A Y 27 5D
Fik & LTk, ROBINS-T (Sterne JAet al.
ROBINS-I: a tool for assessing risk of bias

in non-randomised studies of

interventions. BMJ. 2016; 355:14919.) X
Minds D223 5 5L (Minds 2ET A K
FANER i~ = 2 T VHRERZES. Minds

DIENTA BT A4 MEK~ =271 2020 ver.

3.0. AN aS A FAVE N B A [ 5 B 5B A 6 A
EBM [E#EHA. 2021.) b5, AR
Wi ns oY — vz W, BRIz
ST BN T AN AT BT S, B L
IRHBEMENE v T T — 2 NG5
TETUATHLIGEIX, 2 b O
— IV TRENTWDLHEIZIMZ T, By
T—=HANBELN TS Z LTSS
T A Y A7 T OFHM & BN FE i

THZENEYTHLEBZ LD,

Z T, Minds DT 5 HIEITHEN,
ty?T~&#%%Eﬂkit7/X@A
AT AY A7 FHM 24T 9 BRO BB 722 8L
AR D LD L ST D,

BRAA T A (FERTDE)
-*%l%%&ﬁﬁé@ 453 T AN
H£TEDH)
IR LI b S HE Th D
o)
- IR U7 T B ERIE E T h D )
2. FT AT A (KT D)
BB T O SN & il 5 &
DTEDHIHFRPUETE D H

3. Mt A7 A (K

7E)
* 70U NI LT D DI A5y
WETE 50

R L HIIE (L SN EHBE TH D
VD

- VAR U 7= Al

G727 v b A

A IEE YN

I ZMHIHE Th 57

4 JEGREDNSA T A (R 7 +u—7T

> )
BRELET U NI LEWEST DHDIT+5)
BRHBEOTZ A —T v IR INTND
Vo

- T a—7 v T OFERNNETE D)

- BLTEEI DB O T HRAINETEX 5
Vo

5. TOMDNA T A (KR53 72 585D
B ZDih)
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HTEBM
T B R 2 DTER RIS A
2 HILD D

INHOBAIZOWVT, Nz LA
THZ UL, AT AU 27 FE <
mHEEZLND, o BRI ORIEEH O
BRI, AT U A7 OFHIIC AT IE
EARMEICOWTH T 5 Z kb b
Do DB SRl LB R IE RGOS 4
LIBET L, B 5N WA IR IR E R
mEliebEZ LN,

UEDX ST, WERONAALT AU XTI
bbbt T, By r/r—#nbEohl-oy
TUATHDLIEEBR LI ANAATAY A
I EETLEDMETHDLEEZLN
5, B I T—2NTET  ADAIH,
A KT A4 AMERRIZEBWT, SH%EEICR

W2
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D 2 EIFEEON ORI, L L, Y7
BIRHA RTA MERIZE > T, BT T
— PRI EREZT TR, TOHEITKT D
TRz e L, Ml 2 BLR N EEIZ R D,

D. fHEfakR iR
72 Lo

E. WFEF#E

BILPEl. ©y /T — 2 BIEA LTREY
A RTAMNERL : BRETA RTA4 ME
BT R O ATkt 5 58 Bl H ANE
R RAERSRE. HAl. 2021 45 3 A
24 H.

F. RO PEEMED HIRE - BRI
7w L,



#1 RoB2 EBIEMNIEDNAT AU A7 OFHHEH

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
participants into the study FDE

Bias due to deviations - Bias due to deviations EFTFNATR

from intended from intended TTFTDE

interventions interventions

Bias due to missing - Bias due to missingdata  fEFIE D /N1 T R

outcome data AREHITAO—TvT

Bias in measurement of - Bias in measurementof {&H/\1F7 R

the outcome outcomes

BT I ALBRIE

Bias in selection of the

reported result reported result

- Bias in selection of the

(other) - Bias in classification of

interventions

ZOMD /AT R
R+ BT DR
- Z DM GRRITT AL

H®EESD)

(33
! Development
. A
B i =K%
Evaluation Dissemination

™\
by ==
;EJEH ESES
Application Implementation

B1 BZRITA T A ANERROIEER R

.10_
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20194
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T FEHE N
4H | 5H |6H | 7H | 8H | 9H |10H |11H |12H | 1H | 2H | 3H
VERR F B B RL7-Big sk
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INER)
20204
£ i H 2
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=P/

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.

3

96

2022/5/9



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":‘?‘

EP/Y

2. TEv7T—451
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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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* 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/
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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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CODAZ (NCD) .

s BRI EEEDFRICEEZTRIZITMN?
(FLEE* )
- BRETFMEHRSNLA?
SRR DL TDCAT & A E

o TRIDRFFiEeEEEME (FEE)
s FMBMODLVHEERTITONEN? (JEE)

lE, NODISRE S NIRRT — 4 TR CHERXERT .

15

CO MEMEEEI< L THEGETREVIRTZEZITI CLE2HETIN?

MM EEIC L THERETREERNZIT> &, BHET D,
(TETURANDBREC0)

Thoracoscopic surgery Open surgery Risk Ratio Risk Ratio

Study or Subgroup Events Total Events Total Weight IV,Random, 95%Cl Year V.Random, 95%ClI
Smithers BM 0 23 3 114 2.5% 0.68(0.04,12.82] 2007 —_—

Pham TH 3 44 2 46 7.0% 1.57[0.28,8.94] 2010 —_—

Daiko H 0 29 0 30 Not estimable 2012

Kinjo Y 0 72 0 79 Not estimable 2012

Miyasaka D 2 68 0 30 2.4% 2.25[0.11,45.42] 2013

Hong L 0 55 2 59 2.3%_0.21[0.01,4.37] 2013

Dolan JP 2 82 3 64 69% 0. -09, 3. 13 —_—
|_Takeuchi H 17 1,751 46 3603 69.7% 0.76[(0.44,1.32] 2014 —_-
Komine O 2 121 3 74 6.8% 0.41[0.07,2. s e
Tapias LF 0 56 2 74 23% 0.26[(0.01,5.38] 2016

Total(95%Cl) 2,301 4,173 100.0% 0.72[0.46,1.15] i

Total events 26 61

Heterogeneity: Tau?=0.00;Chi*=2.93, df=7 (P=0.89) :1>=0% 0.01 01 1 10 100

Test for overall effect : Z=1.37 (P=0.17) Favours Thoracoscopic Favours Open

1:30 BFELCE (BRRUR 10\DAXIT7FUVR)

Takeuchi H, et al. A risk model for esophagectomy using data of 5354 patients included
in a Japanese nationwide web-based database. Ann Surg. 2014; 260: 259-66.
SEBHERLERE - BMFMA0.8% vs. HIBEE T F1ir44. 3% (~=0.016)

30H LANBEF 173 FMFM76. 4% vs. MafEdR T F1ir8. 0% (A=0. 001)
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M RERE(C AT HFMFfiTvs. BIEET FiT

Takeuchi H, et al. Comparison of Short-Term Outcomes Between
Open and Minimally Invasive Esophagectomy for Esophageal Cancer
Using a Nationwide Database in Japan. Ann Surg Oncol. 2017; 24:
1821-27.

A D F i AR DIEF R AL 7 Bl EE [ 5Tl ~T e
| (n=0,9%) | (n=5,989) |

EEHE 43.4% 41.9% 0.159
RAER

30B LI 5.2% 7.0% <0.001
BFrEE

17

CO FEEFIIFHBOZVEHRTITIRNEN?

OIS & VEE+ BB VIRIER M EZEE L.
FHRBMDZ VR TITO L FIRET S, LHL.,
BRIZBEWTIZREHICHE INEZRETH D,
HEE2 (TETUALANLC)

Miura F, et al. J Hepatobiliary Pancreat Sci. 2016; 23:313-323.
Miura F, et al. J Hepatobiliary Pancreat Sci. 2016; 23:353-363.

7 % & BHE 2% EEHE BE BE P
iR  MEERB  MEERA

i U B
LB 6HE, % 257 235 250 28.0 <0.001
90H LINFET, % 3.8 45 3.8 3.1 <0.001
R+ 5 mEYIER
25 6HE, % 416 397 446 42.8 <0.001
90H LINFETE % 2.9 3.9 3.0 15 <0.001
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NCDT—% ZRLV=FE TORBEDOHER

fERED R A F (Grade ALLLE) : 10.4% (NCD) ™1
FFREENH e ERGEEMEEHERR O LR TR
TlE. 30.2% 2

*1 Miura F, et al. J Hepatobiliary Pancreat Sci. 2016; 23:353-63.
*2Kawai M, et al. . J Hepatobiliary Pancreat Sci. 2011; 18:601-8.
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+45r7%isurgical marginZFHER L-BEKRIVIRZITO 2 & %18
£9 5,
HEREE 2 (LANJLCO)

Horiguchi A, et al. J Hepatobiliary Pancreat Sci. 2013;20:518-24.
Overall survival of patients
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CO IBEIFAEBEDFPRICEEZREITN?

FIEEATREI L., HEZHBICESETHIBEDIERX X
. ABECUVRIBLULRETYRINEV LIEHEETH D,
[TET VR4S L—FK:Convincing (FE=X)]

Kawai M, et al. Body mass index and survival after diagnosis of invasive breast cancer:

a study based on the Japanese National Clinical Database-Breast Cancer Registry.
Cancer Med. 2016;5:1328-40.

Hazard Ratio Hazard Ralio

Study or Subgroup log [Hazard Ratio] SE  Weight IV, Random, 95%CI IV, Random, 95%CI
Cecchini RS B-30 2016 0.1655 0.0743 B8.6% 1.18(1.02, 1.36] s
Cecchini RS B-31 2016 —0.0619 0.1152 6.3% 0.94(0.75, 1.18] -
Cecchini RS B-34 2016 0.0296 0.0688 8.9% 1.03(0.90, 1.18] T
Cecchini RS B-38 2016 0.1044 0.0958 7.4% 1.11[0.92, 1.34] =
Ewertz M 2012 0.174  0.0939 7.5% 1.19(0.99, 1.43] =
Gennari A 2016 01133 02398 2.5% 1.12[0.70,1.79] -
Grant M 2013 —02614 02306 27% 077[0.49,1.21] T
His M 2016 0 0.2606 2.2% 1.00(0.60, 1.67] b
Jiralerspong S 2013 0.1823 0.093 7.5% 1.20(1.00, 1.44] ==
Kawal M 2016 03784 01174 £.29 1460116 1.84] —_—
Ladoire S 2014 0239 01323 5.5% 1.27(0.98, 1.65] =
Ligibel JA 2015 0.077 00342 10.8% 1.08[1.01, 1.15)
Litlon JK 2008 05008 01711 4% 1.65(1.18,2.31] _
Nelson SH 2016 0.27 00799 B.3% 1.31[1.12, 1.53] -
Pleiler G 2011 03988 0248 2.4% 1.49[0.92, 2.41)] ——
Scholz C 2015 0.4447 0.16 4.5% 1.56(1.14,2.13) ——
Widschwndter P 2015 1026 0.2742 2.0% 2.79(1.83, 4.78) m—
Xing P 2013 06265 02348 2.6% 1.87(1.18, 2.96) R
Total (95%C1) 100.0%  1.22(1.12,1.33) [
Heterogeneily : Tau?=0.02, Chi*=44.21, df=17(p=0.0003) : P=62%
Test for overall effect : Z=4.59(p<0.00001) 0.01 0.1 1 10 100
iRk IR
= 23
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CQl.cStagel BIEIZx L CHERHETFMITHEINLIN?

BREMBEOBRBEO—D2& L THWMBIBUIRRIFIITS C &
Zia{HET D, IETURADAREA

XBGETRICHTRERTE, RCTH 24H Y,

NCDF—% R L 1=PSMIZ & 548+
Stagel &= x 9 2 BAREvs. I8R5 T KAPS |1 B Y1 B&

Ann Gastroenterol Surg. 2017;2:55-64

- P P i e 4 PR S R
(n=14,386) (n=14,386)

F T RFRE(5) 209(130-315) 287(194-406) <0.001
H = (ml) 185(50-547) 50(1-250) <0.001
30H3ET 33 0.23 31 022  0.90
ERIET 76 0.53 55 0.38  0.08
BFl 290 2.02 317 220 0.29
BRI (£/E) 266 1.85 149 1.04 <0.001
#EFe 257 1.79 274 1.90 048
ige-Sed A=k 15(10-31) 12(8-24) <0.001

CQ1l.cStagell N BEICx L TSGR T FiTIHERE I LN ?
R R CIXEAREGHESEILITERRLY, IETURMDEBEC
%2018 TIECQMEEREL Lo

NCDT—4 #RL\-PSMIZ & 25
cStagell-IVBEIZX 3 S vs MESE T B2

Gastric Cancer. 2019;22:202-213

(n=1,771) (n=1,771)

F i BRI (5) 246(160-360) 357(236-530) <0.001
H 1 & (ml) 340(90-946) 108.5(5-550) <0.001
30A%ET 1 0.60 16 090 033
R 32 1.80 30 1.70 08
BFi 58 3.30 92 520  0.05
fiT & & HHE 337 19 356 201 042
RS 63 3.60 101 570  0.002
fiT R 72k H 48 17(10-39) 15(9-39) <0.001
32
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BEIZHRT—2 AW -RE
BEEICHTHIEMY g No. 10)EENEE

Gastric Cancer. 2019;22:202-213

—— TS

RE~DZMEHY 38102 (37.3%) 14/38 (36.8%) 28.6 105
KEB~D2MA L 137/486 (28.2%) 10/137 (7.3%) 32.0 2.4
ENR=EBEX GBI DOSFEEFE

CQISFRBEICH L TIEZEMHES ) VBRI HE S NI HN?

BEETETKRKE(IZBEITHAHBEICH LTI, BIFEEESEMY VN

HIEREZEITO =B HET S, (IE‘?/Zd)EﬁéC)

KEIZEBLEBWEZEICHR L TIE, ThiEl & 255 HE
(Ithxd)EﬁéC)

X2018FRTIFCQDEERER L, RCTA L,

33

HA ESA4 ~ADO5IAFAFEIND

NCDT—42 ZHUV =81
BEZS FH7Io0—F (B, MEEGE. OfRy b)) ZEICE3BEDR

fiBEHAME) RYVEFOLLERZRS (BR, #4504
National database# FU\f=EREER#ZE)

RRENEFEES NODE VY T—2@BIFIL2RBEFHZEARY b (F-Hag
UF) ERVWEEESE TR AYVRATOZEME & BMEDRET

BEFS AIIZH T2 +ZI_BREICT UMK, ) o /\EEESERE
B2 R EDERE L BB RIEAIRI D ) 2/ ETERFEE(C EEI'?’
LHIAE

FFREENESR  ABICH T SFERKUROR 2 EERvoluneD R X T FE

JHIE284  Fl%4  National clinical database (NCD) % FIFE L =R fiT2 mEA L
HEITB T MBI TR R T LOESE

s National clinical database (NCD ) ZFIFAL-ELiEiHokse
HIZBE T HHEET
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=3 Witnd ]|
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NCDZFIRL T, BEFHOMIBRISEENZIDLEED
NHBRREBROBRAREEIHA FSAVDAT— AUk
EEN, HNEHEDBERREICEZDEEICOVTAMT S L.
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AT AT BHEE A R A B
( A= PR LA B S AR FE 55 2%)
A3 RNTCAR L~ A3 AN 24F FE (43 TR SAR L~ Dl 18 & 0 AR JE 5 &

EIRT — X N R BTG LTI A BT A 2 OHERREERE TR 2415
(191IA2024)
FRERT —F RXR—=ANDLT —Z ZWET LD OREIEE, HONDEEERET —% Ok
ERONLE AT OWT DOFRAS, it

WroesE Pk
() RIFFL A BT R A mbe  RPine
IR R B s R S ER 5 - 0l FENER

WRIEELE @ 2019 AFEEIXEWNICEEUTFE L T D KRBIER T —F X—2X & L Ea— L,
ZIDIZEES MR R E 7 o X MO G L72, Randomized controlled study & ™
RS ET AL LTOMESTIE, HNoheT —F X=X EHOY Y H LITIZ
HRT 24 T AR T D EFZ BT,
2020 AFREIFEPNICHEEAFAAE L T D REURER T — 2 ~—Z 2 O TITO T FFERER
TR LTz, TNENDT —FZ =22 LY FEED & HWF7esE, Mt oRTie-> T
D, BFEORETCHEMLIZENENDOT —Z XR—=ZADRHIZEAKR L TWDH LB X5
iz,
2021 FEFIZBWTIERREE LT, 1TEGERT —# X — 2 (administrative claims
database) & HW\o&AFFEICI T HHH, 7 A o BIEREIRAZ BT L7 — &% X — 2 D1
EMERET LT, 4 DOITEGERT — & X—Z (NDB: the Japanese National Database
of Health Insurance Claims and Specific Health Checkups, DPC: the Diagnostic
Procedure Combination database, JMDC: Japan Medical Data Center, MDV: Medical
Data Vision) BHOMZE%E L B = — L7z, PubMed [% 20154 1 H 225 2020 4210 H £ T
MR Lz, 663 fEDRFZENFIE S 47z, BFZEEUT 2015 420D 60 4725 2020 420D 176 I
BN L Tz, FRIBFSEIE NDB 22 5 OBFSED 63. 2% (43 1) % d5 6, 1RFENARMIJEIE DPC
T =B R=ANE OWFJED 81, 7% (215 1) %5, JMDC & MDV IZHe b & oTz, 2k
— RFFEIL NDB TUIE 16%IZi X 7223, DPC Tl 4L 1%% d5d Tuviz, WFES BRI
[Medicine, general and internal medicine] 72%8.2% (5314) t &b Zhro7-, FEhi S
NI ROFFALT A NIT —F_X—A T LR, AT 57 —FX—ZDRHH
IZEEBIND Z Lot 5k, e RID 7 — 2 X=X &G L, Mgtz &5
TLENRETH D,
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LT —H R R 5 T WFZE~ D 5
A. WHEER)
EINIZB T 2 KIFRERT — 2 X— A%
EROENEZ A, BHNE Z AL TR
BEITO,
B. W9 5iE
1) ERARIFREDFEE R H D b D Z LI, F
WIZBIT A ERT — 2 _X—2 %2 L. @
BOBENO DO EITo T,
2) L7 MEH - FFERZEEHRT —F X
— A (NDB). Japan Medical Data Center
(JMDC) ., Medical Data Vision (MDV). Diag
nosis Procedure Combination database
(DPC). National Clinical Database (NCD)
PIBIRL, ZNENT F DTG EED,
R ENT-TF — & _X— 2T kT 5 H iz
B L CTRE L7,
(fHEmE ~DBLE) T TITHKR I NI
DHxEHNTZT20, MEARIIARAETH -
776
C. WroERsE
SRR L U REBUS H1E» 6 /0
M (UT7NWVT— )L RRAREIEV T LT —L R
F) L. —RBEMIC K28 (clinical da
tabase & administrative database) IZ X5
PHENETH- T2, T—H_X—R%EH\i
MRl BT 258 & LT, MilEE - T v
N A ZERRETATRE, EEALAAT 2 720 (fa
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(BT 59554 & LT, WA FEOAS IR -
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AWML R E B2 b b8k 8 L
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T 5 a— Rty M LRAVLETH
5, WBER/T T NI AEWRORREE - RPRESS
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TRESNEMEICBNTEERALOND
DIRET AT O,

B. W9 5 1k

1) %f%:2015. 01-2019. 01 DA I K &
L o LB MEH - FEERBZESHRT —
H~_—Z (NDB) . Japan Medical Data Ce
nter (JMDC) . Medical Data Vision (MD
V). Diagnosis Procedure Combination dat
abase (DPC) DN 3% AW TA T4, Pu
bMed | ZUNHR S AL/ WFTE, BRAMENE AR SC) g
PN TH D, Review article, editorial
R EEANL AL DT =X B L T e
WrgE, 7 —ZUNEDFE: JMDC, MDVIZEI L
TIEEDBOF—L~2— (HP) (https://w
ww. jmde. co. jp/, https://www.mdv. co. jp
/). DPCIZEE L CiZ I Diagnosis Procedure
Combination | CPubMedZ HV VR 21T -
7=, NDBIZBILCi% [ NDB & japan, OR Nat
ional Database of Health Insurance Cla
ims and Specific Health Checkups of Ja
pan ] CPubMed% VMR L7=, £7-/E4%
{#44 HP (https://www. mhlw. go. jp/index. h
tml) SR U7, BWFZEOMEEO I
ZENN Bl SN MRS W T LT,
43¥A1X.  1.Science Citation Index Expan
ded(SCIE), 2.Emerging Sources Citation
Index (ESCI), 3.Social Sciences Citat
ion Index (SSCI) (https://mjl.clarivat
e. com/home), 4. Directory of Open Acces
s Journals(DOAJ) (https://doaj.org/d
JIEL 3w U7z, BFZEDE T etz =:, R
HIMFSE, TRIEZNRAIZE, Z Do 4> & L,
(PR ~D/LE) T CTICRE I N5
DHxEH N2, MEERIIAETH -
7=

C. WFZefEH x5 & 7 > 192D, NDB: 4
814, JMDC: 1274 MDV: 1144%F, DPC: 217
HE Rt Uiz, IRRDEMIEON, £ <A
DPCT —# ZHWTEY | E72DPCE MW=
WFEDWT0. 5% DRIEN I TH -7, ND
BIZRLRAFZE DS 2V ME A & - 72, WFZEDRE
I & L CldPharmacology & PharmacylZ¥k
U CMedicine, General & Internal DR
MNELBO LN, ZiIH OMEETOFE
1% NDB, JMDC, MDVZ H W= O %< B 5
7=, DPCTIXSurgery DFEIK TOMISEN %
< HBT,

TBIEG FAFFEIL DPCAE W T L M Thi
Tz, DBIZ EICHRDERD & HWFFEH
W, eI R 2> T2, 2O Z &k
ATEIZHER L7257 — 2 N — A DFHRIZH
ELTWAZ EMEZ LI,
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A BFERE) BARTIE VT AT =L RT



—% (RWD) Z MW Io KHIERT — & N —
AN S, VTNV T—)L RZET R
DRI N TS, KERMERES R T,
YT NT—)b KT —& % HERORCTO AR
TlE7e <, AT FHK - ifaeihs), B
hhy BRIREERR E D HEICIE S LD
HEOEBIRES IO/ RIIERT —4
ELTERL TS, HARIEHEFS T3HA|
Epe T — A RX—A T DX AT T —
A | TUE, B 0B A S F T RE 72
HARENDERT — H ~_— A DR & A
LTEY, ZZTHEITLATWSDRHKE
JET —H ~N— 2|Z1%, National Clinical
Database’2 ED LA MU | DPC (Diagnost
ic Procedure Combination) T — & ~X— A
NDB (Japan National Database of Health
Insurance Claims and Specific Checku
p). JUDC Claims database. Medical Data
Vision (MDV) database & VMo 7-1TEGEE K
T=HR=ANH D, LVVANVIL, BE
O BB 21X, RO FE, AR EBO L
CARNY | EEFEREEOREOE=2Y
7 EEOE O - ERHRIEREND D
DThHDH, — I ATEGERT —F X— A%,
DR 1ED - OIC A EICINE SRS
ERIGHRTHER SN TWD, 2B &
L7eT —H Tldlenn, [TEGERT — &~
— X7 T b A AWIED T O EERIER
IR CTH Y FERMFZE~DISH B EA TN D,
LU, W IIITEGERT — % 2% H 3
LIRS OO KICHER L2 b
20, I REEELT—T 4 DR
DXL OX 7 E BHDORRARD 5, [F
Ca—REfHHALTH, BARDIEREDOR
HLEMTITREN R | FEROZHES
— AL ATREVE IS B A G- 2 % WIREMEDN B &
ZENER STV D, FEE I T FE
OHEWINCE LTZT —Z _N— R ZEIRT D0
EBRH D, JEFIRRIFZEC 2 4 — MR T
X, 2N OB LB T2 | AR RE -~ —
ADT —H_X—=ANH LTV, ABEHIZ
BIEINDT Y M AR —2ADF
— X LA TH S, BHEOE L
L., WIS A T AEHIET D 720ICHN D
WDMEF A 3T 38 Tl BINFE OFEHERE
BOEBOEIEE T A IERNAME L 7
5, I BT HFZRIERIEN - EM ORE T |
WFIERE R D — AL FTREME Z 48 72 O FTREMED
HbH, LTEDBoTET — X X—ADFHE %
8 U, BF2E B MR Ui 72 7 — &2 X
—AERIRTHZEBMETHDH, KT —

HR— 2 DRI T TS STV A8,

KT — A R—= A TITONIT-HENTENT T
WZFRHE S LT D RIS S LTV D 8 X
RHTH 5,

HARDITEGERT — &2 _X— A CTHEfi S iz
WFZE OFESE 2 Wsst L 72 WF28 1%, NDB& %4 &
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LEbDDORTHY, KT —HXN—RATH
i S NT-WFSEOFEE E T A R LT
MFZEIITFAE L2\, & 2T, KERERET —
HAR— A R HAROITEGE R T — 2 _—
AW T I E CICE I = FE o fi
HETHAUEFMIL, &7 —#X—R|C
BT AR OREERN SN THZ L5 H
mE L7,

B. W95k
ENITEGE R T — 2 X—2A 05O ZE0 L
v = —% Eifi L7=, NDB, DPCT — # _— X,
JMDC, MDVOUNF A% FV = BESCIFSE 2 %f
Gi L L72, NDBIZ20135-Z5E = FH ~DTFT — X
R ZBME L. ERET — X _X—ADH T
RHHTLV, ZD72b, 2015451 A 7>52020
F10H £ TOMRE G & Lo, BMEBITIEP
ubMed % VM7,
BRAMEMEIILI T 0@ Y Th b, 1. fELISh
DOFZE, 2. L E = —im3Comman /e £, AL
IV DT —H B LTV,

7 — X I

JMDC, MDV [E&T —H _X—ADHR—LX—
¥ (https://www. jmde. co. jp/, https://ww
w. mdv. co. jp/) DOHFFE—E NS, DPC |E Pu
bMed @ “Diagnosis Procedure Combinati
on” MHE L=, NDB (Z-OUTlE, PubMe
d T “NDB & japan, OR National Databas
e of Health Insurance Claims and Speci
fic Health Checkups of Japan” THR%
[Fotm, £10, EASMEDR—L~<—2 (b
ttps://www. mhlw. go. jp/index. html) %%
FL7=, 512, NDB (ZBET 2k L B =
— L BWFSEDOSE A FRE L, W2 FF
E LT,

Gag:|
ITBGERT —Z _—2 & HW =S, =
BT 7 N BIZOVWT, FRaREIRFZE, TRERD
BT, & OMIZ5FE LT, 1R RMIEIE,
FEEWT 70 —FOEVCLY, PERM
TR RAFIE & ARGHATE N AN (HETE)
W22 D225 8L, 4oD AT 2 —I|Th
S 7o, HETERFIEIE, SEBRp9Ic R Sz
IRE A FFOMF9E L ER STz, EEEIFO
BRD 22 VGG, BN R S 7o R
ZEERIR L L-, 22U Eo s v—TF &b
L7225, B2V 9 BEAEHE 22T
ERTOILTWRWES, ORI
MIRFIE & R LTz, i W5t TV A 2
FoTUTDOEIITHFE LTz, 1. FLabfFge,
2. A — MMIFZE, 3. BRWTIFZE, 4. SEBH R
TR N~ v F Rak— e, 5. A 2
TIRNT, Wik E AT (IPTW) | mar
ginal structural models, g—formula. 6.
Case—cross over M (fSelf-Controlled Cas
e Series, 7. [Elm e, 725 DESE, B
VEEEGE, 8. THIET L, BRIRA =T, 9. 1%
P 10, B S E T, B SIMES



Hr. 1. ZOMTH L, —IRT 7 N L&
RAH DI EITHEH ST A %
3R UTe, FAFTRREIs D 3 FAI ., WFSE S P
Ny —F I EHREL L=, 1. Scienc
e Citation Index Expanded (SCIE). 2. Em
erging Sources Citation Index (ESCI).

3. Social Sciences Citation Index (SSC
I). # L 7C4. Directory of Open Access J
ournals (DOAJ) DF — & X—Z & AT,

WD e S - MERE A2 3 FE L7, SCIEIX
FDHE TR EETIOH H RV FHEEE, SSC
NI BB O B DB MRS, ESCTIX
SCIEIC#8# S L TV 2R WD —TE D& H% % i
T RS G, T ICBASINTET
— A R—=2AThHbH, DOAJIL. A—F 7T &
A DT X FITHEEEZ R L Tnb,
Ty —F NN EROT —H R_X— 2D
SN TWaE5E, BENORZIWIE (S
CIE. ESCI, SSCI) (ZfES: LTz, HEE DML
DHICETEND VY —F DR GFEI T
DAL, AN S T2 5 B 4l
AL,

AT AT

T NX—=ZRNIWFIEOFEIE & T A T
DOWTRRII R DT T o T, T — X X—
A OFHR A LT D721, 74 vy
—DIEFERE Z VT2, 81133 X CTStata
version 16.1 software (Stata, College
Station, TX)ZHW\T{T-7~, pfE<0.05
(M) ZHEFHICER EAR LT, T CIC
R INTWITRDOIE W27, WA
BIFAETH - T,

C. WFITHER

AEt812fF DM FE A AR5k L7z (NDB : 534, D
PCTF—Z ~X—Z  PubMed?>»5 34144, JMDC &
MDV 2~ & Z AL 302274 & 18344, NDBIFJEAE
TG OHPINH8) . ZA bV L Pbgka A
IV —= 7 U5, 63214 (NDB : 4014,

JMDC : 18544, MDV : 147{4:, DPC : 260ff:) 723
AU E2—|Z&ENT, NDBOEEDL B =
—15H28 ff, v =2 TR THENNE
mEni, Zd5 5, JMDCEMVOEJT % H
WEBFgRIX 14 CThH Y, EEELTH D
F &=, BEF6LIEDHFTEN IR L o7z,
BAEPE DFEFR S T WFIEE T & HE I )
WZH Y RFIZ201THEN 5 202051200 TIET
SR B 17644 & BIMME Lo Tz,

WP OREEIT, L EDSHETERFZEIZ 70 F8
SH, FRIZDPCT — & _— R & W 20F5E T
1£70% (18444) = 57, T —&—Rjl]
D55 871% Medicine, General & Inter
nal Medicine| 23534 (8.2%) . &\W\T IC
ardiac & Cardiovascular Systems| 73404
(6.2%) &7po>TwWad, LivL, NDB TIEI
nfectious Diseases (n=10, 14.7%) . Phar
macology & Pharmacy (n=8, 11.8%) 232%< .
DPC TliZSurgery (n=25, 9.6%) 2 HZ%<
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72> TW5, JMDC TldPharmacology & Pha
rmacy (n=21, 12.1%) . MDV TlEndocrino
logy & Metabolism (n=15, 11.5%) 23 & %
%< Eh Sz,

D. &%

201 TAELARRICHIFZE S R & < OV BRI,
T R—= 2D TR, BRIEI
X5 EZABREV, 201THEOME NIE R
FEEOWIE, 2018 O AR =R IR LD
FEZ LY . RWDNEY) e 55 m CIEH S0
ERRGE/EY
HETEWFZEA3DPCT — & ~_X— R Z LT T
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OENEEICEIT D IE A LI HIR 5 I IR
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NR—1LTWAZ & (Okumura2017) | 1RRE
NHT—HENEL TWAHT-, HENE
b EFEEAEZZLCHL FL—Y YT
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T2 OFAIZITN L DO FT A Y v bR
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Care Decision Making

Marc L. Berger, MD'+*, Harold Sox, MD?, Richard J. Willke, PhD*, Diana L. Brixner, PhD’,

Hans-Georg Eichler, MD?, Wim Goettsch, PhD®, David Mad|gan PhD’, Amr Malmdy MSc’,

Sebastian Schneeweiss, MD, sd:a Rosanna Tarricone, MSc, PhD’, Shlrlzy V. Wang, PhD, Semt?,

John Watkins, MPH, PharmD"°, ', C. Daniel Mullins, PhD""

New York City, NY, USA; ?Patient-Centered Outcomes mmnh mmm Washington, DC, USA; International Society for
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« HARY ; 2015.01-2020.12.31
s LE T MER - BERZHEEBRT — X N—2X (NDB). Japan Medical Data Center
(JMDC) . Medical Data Vision (MDV) . Diagnosis Procedure Combination
database (DPC)o W nhEBWTIThNT:
« PubMedIZUN & = N 7=#F%T
o BRANEZE
o XU
+ Review article, editorialZz EAAL NILD T — X ZFEH L TWE WFE
o T—ARN—R{EREBFICDPCT —&2 Z#BW-L Y X MU IEBRA LT

s XMIRICAVWDZLZBELERINTE Y, SER 72T AR EBLZUEBEZR 2T LN
BEIND

77k 2

« T—&IUVE : JMDC, MDVICEI L TIZRDBD R —L~R—(HP), L2DPCIZE L Tik [Dia
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ase of Health Insurance Claims and Specific Health Checkups of Japan] TPubMed%
BuwigR L7z, FLEEFBEOHPI L LITMR ZSRE L 72

« MERDERDDEE  BHMEICEOVLWTHEEL -

« 1.Science Citation Index Expanded(SCIE), 2.Emerging Sources Citation Index (ESCI), 3.Social Sci
ences Citation Index (SSCI) (https://mjl.clarivate.com/home), 4. Directory of Open Access Jour
nals(DOAJ) (https://doaj.org/) DIEIZEF L 7=

c MIROERDNIE: 774U T bALICOWT, [RdER] . [RROHRE] .

DREEMR] . [Zoft] ICHFEL 7,

s TIARVT T MALPERINTVWRWES, —FBUDICHREINTWEENER/RE LT

s BEOBEMALREIT>/BEIL. BRERICHFELE:

s IRTHAVORFE: FE L THLWONIHET YA A2 0L
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https://www.mhlw.go.jp/index.html

Hirose N, et al. Annals of Clinical Epidemiology 2020;2(1):13-26
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PubMed (NDB: n=53, DPC: n=341)
Z L Ea— - Cae .
I\EEECZSE?TZ) a Hfl(Sl\él)DB. n=8, JIMDC: n=227, MDV: 24 FILTBA
n= NDB: n=13
DPC: n=6
JMDC: n=36
MDV: n=28
NDB: n=48, JMDC: n=191,
MDV: n=155, DPC: n=335 77252 FCBAL
NDB: n=8
DPC: n=75
JMDC: n=6
NDB: n=40, JMDC: n=185 MDV: n=8
MDV: n=147, DPC: n=260
BIAXEE DR,
DPC n=3, JMDC n=4
IR
NDB: n=68, JMDC: n=189
MDV: n=147, DPC: n=263 NDB, the Japanese National Database of Health

Insurance Claims and Specific Health Checkups;
DPC, the Diagnostic Procedure Combination
database; JMDC, Japan Medical Data Center; MDV,

Figure 1. Study flow diagram Medical Data Vision
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FLEBT—EAR—RIHBITBEHAEOER

Hi NDB DPC JMDC MDV g{;g\i}rwﬁw@

n=653 n=68 n=263 n=175 n=133 n=14 p-value
Eputgeal 218(33.4) 43(63.2) 35(13.3) 73(41.7) 56(42.1) 11(78.6)
BRI 78(11.9) 6(8.8) 31(11.8) 22(12.6) 19(14.3) 0(0.0)
RERR 332(50.8) 19(27.9) 184(70.0) 71(40.6) 55(41.4) 3(21.4)
Z Dt 25(3.8) 0(0.0) 13(4.9) 9(5.1) 3(2.3) 0(0.0)  <0.001

NDB, the Japanese National Database of Health Insurance Claims and Specific Health Checkups; DPC, the Diagnostic Procedure Combination
database; JIMDC, Japan Medical Data Center; MDV, Medical Data Vision

F2 BT A= B IHEEH (0> 10)

&t NDB DPC JMDC MDV JMDC & MDV#E A& D
Research areas, n(%) n=645 n=68 n=260 n=173 n=130 n=14
Medicine, General & Internal 53(8.2) 6(8.8) 14(5.4) 15(8.7) 14(10.8) 4(28.6)
Pharmacology & Pharmacy 45(7.0) 8(11.8) 1(0.4) 21(12.1) 15(11.5) 0(0.0)
Endocrinology & Metabolism 41(6.4) 7(10.3) 2(0.8) 14(8.1) 15(11.5) 3(21.4)
Cardiac & Cardiovascular Systems 40(6.2) 0(0.0) 17(6.5) 8(4.6) 13(10) 2(14.3)
Health Care Sciences & Services 32(5.0) 3(4.4) 4(1.5) 13(7.5) 10(7.7) 2(14.3)
Peripheral Vascular Disease 31(4.8) 2(2.9) 17(6.5) 3(1.7) 6(4.6) 3(21.4)
Multidisciplinary Sciences 29(4.5) 2(2.9) 8(3.1) 12(6.9) 7(5.4) 0(0.0)
Clinical Neurology 28(4.3) 2(2.9) 14(5.4) 7(4.1) 5(3.9) 0(0.0)
Infectious Diseases 28(4.3) 10(14.7) 8(3.1) 1(0.6) 9(6.9) 0(0.0)
Surgery 28(4.3) 3(4.4) 25(9.6) 0(0.0) 0(0.0) 0(0.0)
Public, Environmental & Occupational Health 23(3.6) 2(2.9) 9(3.5) 9(5.2) 3(2.3) 0(0.0)
Respiratory System 22(3.4) 1(1.5) 15(5.8) 4(2.3) 2(1.5) 0(0.0)
Critical Care Medicine 20(3.1) 0(0.0) 20(7.7) 0(0.0) 0(0.0) 0(0.0)
Gastroenterology & Hepatology 19(3.0) 0(0.0) 11(4.2) 4(2.3) 4(3.1) 0(0.0)
Urology & Nephrology 16(2.5) 2(2.9) 10(3.9) 1(0.6) 3(2.3) 0(0.0)
Oncology 15(2.3) 0(0.0) 11(4.2) 1(0.6) 3(2.3) 0(0.0)
Anaesthesiology 14(2.2) 0(0.0) 6(2.3) 2(1.2) 6(4.6) 0(0.0)
Paediatrics 14(2.2) 2(2.9) 6(2.3) 6(3.5) 0(0.0) 0(0.0)
Rheumatology 14(2.2) 2(2.9) 3(1.2) 8(4.6) 1(0.8) 0(0.0)
Emergency Medicine 11(1.7) 0(0.0) 10(3.9) 0(0.0) 1(0.8) 0(0.0)
Geriatrics & Gerontology 11(1.7) 1(1.5) 4(1.5) 3(1.7) 3(2.3) 0(0.0)
Medicine, Research & Experimental 11(1.7) 1(1.5) 6(2.3) 3(1.7) 1(0.8) 0(0.0)
Orthopaedics 11(1.7) 1(1.5) 8(3.1) 0(0.0) 2(1.5) 0(0.0)
Psychiatry 10(1.6) 2(2.9) 2(0.8) 6(3.5) 0(0.0) 0(0.0)
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RIT—ER=ZXBOWRTYA >~

Total NDB DPC JMDC MDV JMDC&MDV*
HETYA 2, n (%) n=653 n=68 n=263 n=175 n=133 n=14  p-value
Tk 218(33.4)  43(63.2) 35(13.3) 73(41.7) 56(42.1) 11(78.6)
a5k — MR% 195(29.9)  11(16.2)  108(41.1) 42(24.0) 33(24.8) 1(7.1)
REWTERR 14(2.1) 5(7.4) 2(0.8) 6(3.4) 1(0.8) 0(0.0)
TR o 2335)  1(L5) 5(1.9) 11(6.3) 6(4.5) 0(0.0)
gffoﬁ;”jl';y score, IPTW, MSM, 13450 5 2029)  96(365) 1609.1)  20(15.0) 0(0.0)
B X iEmsE (Case-cross
over, Self-Controlled Case 6(0.9) 1(1.5) 0(0.0) 4(2.3) 1(0.8) 0(0.0)
Series)
i AT, 1L 344) 3(1.1) 3(17) 2(15) 0(0.0)
FRIET, BRRAAT 11(1.7) 0(0.0) 8(3.0) 2(1.1) 1(0.8) 0(0.0)
A E 5(0.8) 0(0.0) 1(0.4) 1(0.6) 3(2.3) 0(0.0)
Costminimization anshyes. 1208 108 208 21D 665 1(7.)
Zof 24(3.7) 1(1.5) 3(1.1) 15(8.6) 4(3.0) 1(7.1)  <0.001
NDB, the Japanese National Database of Health Insurance Claims and Specific Health Checkups; DPC, the Diagnostic Procedure
Combination database; JMDC, Japan Medical Data Center; MDV, Medical Data Vision
* Studies using JMDC and MDV together.

SEEDE &

« 653 DA ZIRET L 72
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« 818 : “Medicine, General & Internal” &L ZH > 7=
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e (BZ o LAKEDERT) Propensity scoreZ N xH /&
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LALLM T UL

s NDBEZHWI-METICEWTRERHAELEL L, BEEIS LAY
BREELR EDORABANH L WV A E R

1. Hiramatsu K, et al. Real World Outcomes. 2021;8(4):459-480.
2. Okumura Y, et al. J Epidemiol. 2017:27(8):373-380.
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