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[ Abstract] In recent years, with the rapid development of information technology and the increasing
demand for evidence-based healthcare practice and policy decisions, the value of real-world data has re-
ceived extensive attention. One of the most important applied areas of real-world data is disease manage-
ment. Its core concepts lie in the application of rigorous and pre-specified designs to data of large volume,
multiple sources, and high quality. By doing so, the high-quality real-world evidence for disease burden,
diagnosis, prevention, treatment, and prognosis is generated to inform the development of guidelines,
clinical pathways, and technical standards for disease management, which ultimately improves healthcare
quality and safety. This paper systematically discussed important issues regarding the use of real-world data
for research on disease management.

[ Key words] real world data; disease management, research
Med ] PUMCH, 2019,10(3) .284-288

HEWH, BEHERADLITER (2016YFC1000406) ; FF HARFIARESHERE (71704122)
Flzkopse. T

284 May, 2019



HE T B SRR B PR

AR, BUUGEEROAR WA, Byl X =
J7E B IR T AR AL I 2Rz AT e . [F]
W, BB (R AR, BESE) X
R H 45 AL, kS i SRR A AR, (PR s
WPCEE | fififr . IHAR R B Z4EE | ZRORIE
{15 LB AR R S T e, X 2By 7 R FE A
BB TR S S PR L, RS RIS
FNEH LU B BRI B ) e SUAFAE 22 5%, (HSE T
P 5 A FLCIR T TR AR IR, Rl 7 A Rl
BRI R PRSI R R

FA, FSit e —m 2 IS OV AR, 78
HAAEE Iy A8 3 S o 7 b | AR O] i il B &R 5
(AR e HL - D Kt . R PR . s By 4 il |
A AN R A AR B ) 5 5 —ER AR L
WS I, FE9 BB 3R 5T P I BUE (g
HEIL, ABEASISE)

W 0 UE M PR 52 B AN DR SR A 5 SR Wi, 3
L TS BB A B T U AR H 45 52 B G A
B, JEHAE P 93 8 SR 8 Bk © 0 Ry Y R R U
T o T B SRS (B A BRI 5 R A o A ™
R BUEBCE BT b, ST m A
PETT RV = R R o A AL B, DA DR AE BN B 4H |
LW IR RNG Y | T BEAE 2 J5 T PO
BRI R, R T IX ST ST S B A B
O . AR AR RLAE, DA T £ o 12 7 i o 22
4, N TIEEZIRREA: T fRZOT T R B0 R
SEERANRAAINE ], AR GMEIRIZI T U ) — 2
R

1 ETESSEHRRFREEFRUEROR

= (8] @

PIPE PHLBTE ST AU AR R ) ) BB R 1 T 000 5
i L A P B B R RE, X 5 A Bt gE AR R
fifp R AL 0308 o A R o IR BB AR 22 5 o I BT 5T
FOXT R LU B E A, Wi DUZ BRI, HE
BA BT RS

XTGBT BT ST , B B P4 23 A
WG (1) BISLPORALEREE ARE P R A K R Fn s
FRE R (2) TRRER TR, T g ECRE 2
AU DR 0 BB R | e B SCUE Y IR B
GRS (3) TR AR MR, 0
BIA A8 MR IE I Z R E R TS (4) R
FOBT I AT I, IR R A Wi S 4

AT A RN (5) FHEAER T A
TRITHEHE, AN PEAG R L TR T R 1 L BAICR
(6) TESLPHE U A B, a5 £ BT R
T 2P I A AR TS 1O I B R o - ] S
B SAFSETRIM AR, b TREOR U AL
PRI RG Y7 oREN  A R PR R B P R
LA D

2 REKBESHREIEEERSENS
A ER AL B

B BRI TT A3 o S TR RSCAR BB s A B
WS R BOE L R E B B LLH A FE A H Y
A A B g FL - D RS L DX T i R S A s R
BlRESE R E DR BICEIE MICE, B
BT REALG BR 56 1 BF 28 B e =R
OB B TR SRe TR Y EST AR AR R
PR P A A LELT (R 1),

ISNINP QYIS R ST SRR S € TP S
EHLE MM A, TR A R I AEAS K
FEMPAE . TR AR FEMYE, R M5 ETE
BB BEAH 56 0 PR T B I S R e BN T
DAECH BUME DL 52 20 B F R R R O, ILAh, Bk
AN T A DR ES s 1 s o, 2 R R A B kB T e
PR TR M EZ B, SR Y B ST R
P, B THA ML HE, E8dE R
ARy PSR AR B Ty AT R LA L, H
THFERF, #6771, EWFTORK, TEMRE RS E S
FIAF G BETT RIS B AR

VA AN [] S YR 9 50 Xo) 9 4 BT 5% 4 L AT
B, HEESICA R Rz SR
e TH P R o A R G A T R 2R S M e A LT 9 oK
PRI R, BB IE S Ao 3 Bl Wi B 1 B
(ZPAEH E U R B ), MU 57 B E 4k
PEER L) ARIEF R AR R R, Al Ly
TR E B B R BE (A BILEE B R Bl
WFgel) | TR E BB B E IS (NZg B
BEBIC | RS R STE 2 s ) sk
FHREE LY i R B B0 [ NSt 28 Kz w1tk 3h ik
M AJRIT (percutaneous transluminal coronary interven-
tion, PCI) FFHC ],

TCIeWRFP ST | B B E AR BT RN S T
JERNFNIEA A, FEIGIR < AR R T ISR,
Adeirt, AR EE AW B NE (RA—

Vol. 10 No. 3 285



tfBE &

1 AFEDRIFEE S TR AR BT A9 P AA 2

SRR AR

R

R

I8 FL RIS

BT

T LSO 1Y S S A

1% e L 1 e

DX 3ol B 7 O

L { Kt e

BT I R AR R A 5
BEIRfS B0, BEIRTSBE A
FHZGH ;9000 24 A Kl
e Ve RE AR R R R
b

RERRTR B AE 2 R EST LK
RUREHle; e K B
BB ALIS B

NHEAC R 4T 5 9 B v
e

Bl e SRR, 5 E/h

BFEIIL

FT TR I
EESEh

Rl b o v v s ATEAUK
TR, e RH A M
I ZIR b S iR €
BIHLI T B 12 ) 2 b TG 3 0L
HUNSREESEN

Jabeshz o7 Kl s 3l W ok
ARAFBE A TEAT o B
JEREST Bl VK Ko sl gk
AR L AR
B AL FYAIE

BET7 LR I i o h AT 22 52
BEFERA A, A
Gibh TN e R ROk
e Z

RIS W ] REA R ShZ
LI R TEE Al
b

BT SR L WF ST ] K
IV B AR X B

g N MRS
BN IR A5 TR B FE ) B R

Pedm U PEAL B TR R IR
s LW AL WS
PR W

Yo i (K AHE)
R AR R, W5 R 0
AR A AR T

Pl G EAL ;32 A N
Ry WROPON AL

P AR P AR
TR R B iR 5 A
U 5 B R WS
BIrif SR A

PR 12 W HE BV 5 R T
PR L2 12 A2 32 Wi K %
LIPS

Bl e B S5 L e
JEE 5 IX 3R ph K 1)
B IR

HEHRERMEE FE
PRI Wr, HEk=Z 25

IRAE R

Bl B i 5 5 BT
AT DL DI G

FEAE — A WF S AL X —
AN LTI B B3 162 1)

SRS BB, ATREEIE TR HE H BT
FIEIL) 5 SRS — W38 bR CRER WA 7 U ST
b, G—mEEBIRE; 200 0 8dEE £
WedE, R, HGE B T R A5 Bk 1) A S AT
FEARAL T R R R

TEEENE F AR Ao rh, B3 B I A A 1 B
Vi, RERRASHIE 50 X G 98 9 & 8 S ot AR 1 R 4 1E 5%
AT 0 FR R I AH [ A 0 2 RS 4l i T 5, TE9R
SR 12 T B B P Oy T T A AR R R, g
W A ZE B 0 R R T LR I R R,
REAE— BT EAGHE W fE AR R R, N
By A PSR AR K I . AR B g p, T LR
LR AR IR EE , LA B R AR T o
B WWRZHMIREMIAIR SR N R, PG R E
i, B LA S B0 PP 5 A2 1R 7 5 Bt 1 97
RO RS 38 0] 36T O B e N BETT J SR Fil
HUXT RIS, I F (8 R 285 IR 3l ko 52 A0 i 4 i
TEAR G R R S BERLAT BRI ES: , #R2R ST Bt
R LA R AT PCL RS RLE AT I A2 il W2 75 B Dk
DEIFETS R (MR +PCT 540 PCT LEL) , LL3E
P 5 s i PR BITIR UE M . ULk, A BIE R TS
WEFE P Ane, X B IF R R iE e R 17, AE3R
HEHE AL R, KIS )RE8E, 2T RNG
TR 5% 0B A TR

SR, BT R BC T B R, WA
MEPEREDT, L, WEMAT . e 5

286 May, 2019

WA BB PEDF IS . TSI IR ET, WSS e 40
RO H A PA TR AR BCE R HAR AR, K
2 WU A B I S S R PO 1Y R R AC Al 2
BRI B P Y 2 R, (HiE 2 a5
PRI R F AR AR (970 ] Al BEA KA S 45 R ——h
TIRFTGE PR AN KL A0 B 9 G P, R v R
% L R AR SR 84 il AEAR R BE b 15 A8
LR R I (E

3 ETEXHRANENEER~EERAR
X 2RSKS

UEAESR, BB PR 1 v A IR 12 27 b O i R B
5% . PEM 5 # 4k (clinical research, evaluation and
translation, CREAT) B BA LA Bl 7= A5 45358 A iF 5T
Mg, FAEFESIC, BB TRIEEE . mristEi
A ZPREE, BT B A A0 ) A B R
S, ZEET R 075 R o 1R 45 R i 2 R AL AL
AN Z M RKEAE A TR BEEAR, TR RS0
5%, H TR AR AR (K1), SR
W3 TS,

60 1; BTREMAEHR

HisRERARANE, T2016F£2H6 KK
24 RERIFET A5T12 0004 & F-dask b 2 Fo bl gk it
Rty % Pothbimifld, AATEEREZRETH
ZHW kR Z (48.2%) Aok (13.9%)



HE T B SRR B PR

* NTHBIERHEAR

» SR YRE IR
s FRMRE RS

F LR SR

R
- BfEHERE
. Tk A K

o ZIHAR B B KA R N cBFEEARER
‘ « ZHPEF LR ’ BN RER

B 1 TR AR Y R e 4 R A PR A

Bomdad, 25 TWAREANTHAR, AN, £
HH S H T F A 4 R Z 454 (body mass index,
BMI) fe BBk T3 K5 Fda s sk it R o 8h 40 X
B RRASRPFBAERRIRAT AT HELER
EHP, AEXRENBMIFRRAENAGTAELERE
R, BtRAI, Bk EfR R R KTk
BB P HN S fo bR e, X R AT
ROENET: BT ot —FYnE > afd
AU B0 E Bk B 5F R e, R At R B 5 gk
B o R RAMRERE (RE—KLE
BETFRET 2004 5), MAEXRBE R AEEK
FERKREG, EEATRAABBTRRAAEAZ
A EG KR, ZRARAERAHIEHT BT
BB Z IR, WA F R LRI d Ao
FHERRBET HELARELHE,

=62, BIOHIBEFAR

A F 2009 £ 2010 Fw )l 4 8 REF 33000 % %
SRR RKEE, EXANTRT 2951,
(1) ?HTHREBHRLEEREFTRRLELNG ERE,
FEITHN SR THE ™ ERRELERR
MAER Y (2) AT E R X SRATHILK, R
RRABE T LA RERATAEHAE TR R4
BB E LR R4 R R B g P gt — R
N, AR Fda 4 LA LR 52 T 3 ek
HAHE SR 0 R e A A2 5, AT AR R AL, A 50 B Pt
— AT AT L RN A EHRLIE, #AFE Meta
SMER, SRAEFHRIER, RLEERT 8%
LRI X 9% 35 B 5 38 AUk 0 48 Foom R T 84 253612
(3) ALHHAEFTHARCERAMIERERT W L2
FH, ERFER T OB R LM, K, R

INEREE, BRFREOHNA LT BALHI AT
BARARGLWMEFRAPERRE G, A K
BATRARE T WA AR, A2 H A AR I LK A
KA % AR AL P AP 094 AR R 2, B E TR
B LB BRRTGAANLIHNAERTRARAE R AR 4
RPN (FEER), ARAAIHBEREARNY
AR BB 1E W RE G A AN R A e FARE

B3, ETFEREFRHBEENHR

EH N IR IR T % KR P e R
RIT 201351 A1 8Z2014 512 A 31 885
Yo R dEdR A HE . £ 10 000 £ % F 4= (110 000
BRAEZELNE) Pkt 4567 & (47 699 KAk
FTEAME) AL ABEMAXRREHGF T 4,
BRI AEZENAZBMI 5474, RA S
KFHFBRAINET RE S8 BMI 4 % Bk £38
kX, AT ELTASRBERE B RE S
WBMI 5 R B ARERKCARE T KR E,
Bl XA A BB RABGEKEALS 2R EFHR
BT (Institute of Medicine, IOM) #j 3t 5 5 £ T & £
FP, EHRNELET. KREAWT AR TE
Bl ABREMBERRGIEFEL, BARSENER
IOM ¥ Bk EHfFZIL, b TERMEHET S0
FABE, FRER TR RAR, LEAKESEY
B, REFRAAE G MEABFLEFNL, NFFE®
2R E kB, 128 TOM 69474 7T 48 5F R 4k £ IR AL,
WA RIS T E AR HIE, FRATELERT
T EFAABRERE KRG E RN,

4 INEE

L TR A i DR BB [ U T AT
EORHME, MRAEAFBE H A, 2R iE i w i
ARG, PTG BB R AT AR A e o e A 5
RS, AR B BB L, HIE R, TR
TH ST R S A AT S T e T PR A, T AN
(OEREICIbN & €/Tp N TP NEIP SV 0k S €y e N il )
PEHAMAKE ; RIGE IR A H St SRt , il A7
FIREAFAE B 22 5% . LIRS THE T Mk 2 E sl il sk
O LS TS B, e PRUE KO8 o6 B 4 o e A%
OFERL, BEAh, TR B ROE R A B BT
UK A% RS 70, A RERR DR e o i X A TG 3l

FIRG, BEE KRB EARR &g, ALEAR H 45 H
TS SRR AR, DTG B O R R T RS A S
Bar e i BT, IXSEHOR A 1 SISO i dle

Vol. 10 No. 3 287



tfBE &

I 25 A AR PRt | L TS v e AL A7 ) 4
AREE, X BEFAR B 1S A AT — L ik, e
SR PR A AR5 v 2 M BA A A B3, T IO
FORFEHE IR R A R R G 8 , #5 A AR TR
ERNE, PSRRI, R SCEMN OGSO
M5E R HOARHE , T o fie ik S SRS ) P 4 B R
REALE A SRS

& £ X M

[1] Makady A, de Boer A, Hillege H, et al. What Is Real-
World Data? A Review of Definitions Based on Literature and
Stakeholder Interviews [ J]. Value Health, 2017, 20.
858-865.

[2] Resnic FS, Matheny ME. Medical Devices in the Real
World [J]. N Engl J Med, 2018, 378 595-597.

[3] U. S. Department of Health and Human Services, Food and
Drug Administration, Center for Devices and Radiological
Health, et al. Draft Guidance for Industry and Food and Drug
Administration Staff-Use of Real-World Evidence to Support
Regulatory Decision-Making for Medical Devices, 2016 [ EB/
oL ].
viceregulationandguidance/ guidancedocuments/ucm513027. pdf.

[4] FhaE, 4G, B, % EHRELSC RS (1],
ERIEBE 24, 2017, 17: 126-130.

[5] Yang W, LuJ, Weng J, et al. Prevalence of diabetes among
men and women in China [J]. N Engl J Med, 2010, 362
1090-1101.

[6] Seitz AE, Olivier KN, Steiner CA, et al. Trends and burden
of bronchiectasis-associated hospitalizations in the United
States, 1993-2006 [J]. Chest, 2010, 138 944-949.

[7] Yin P, Jiang CQ, Cheng KK, et al. Passive smoking expo-

hitps: //www. fda. gov/ downloads/ medicaldevices/ de-

sure and risk of COPD among adults in China; the
Guangzhou Biobank Cohort Study [J]. Lancet, 2007, 370
751-757.

[8] Jung YJ, Katilius E, Ostroff RM, et al. Development of a Pro-
tein Biomarker Panel to Detect Non-Small-Cell Lung Cancer in
Korea [J]. Clin Lung Cancer, 2017, 18; €99-e107.

[9] Moura CS, Daskalopoulou SS, Levesque LE, et al. Compar-
ison of the Effect of Thiazide Diuretics and Other Antihyper-
tensive Drugs on Central Blood Pressure: Cross-Sectional A-
nalysis Among Nondiabetic Patients [J]. J Clin Hypertens
(Greenwich) , 2015, 17, 848-854.

[10] TanJ, Liu X, Mao X, et al. HBsAg positivity during preg-
nancy and adverse maternal outcomes: a retrospective cohort
analysis [J]. ] Viral Hepat, 2016, 23. 812-819.

[11] Tan ], Huang S, He G, et al. Maternal hepatitis B surface

288 May, 2019

[18]

[20]

[22]

antigen carrier status and its impact on neonatal outcomes: a
cohort study of 21947 singleton newborns in China [J]. J
Matern Fetal Neonatal Med, 2017, 30, 2219-2224.
Morisset J, Vittinghoff E, Elicker BM, et al. Mortality Risk
Prediction in Scleroderma-Related Interstitial Lung Disease
The SADL Model [J]. Chest, 2017, 152 999-1007.
ER, X, W, . PBEEORE TR M K
RIS EAR a2 [J]. P EEIEEE 22k, 2018,
18. 1-7.

T, B MR, S SORPERERLA IRIAR . B
HRAR M EZE R (1] PEEIEES3E, 2017;
17: 999-1004.

W, RS, B, L BERICHITIRR S BES
ICHUE A BE TR B i B e S ().
PIEFEIEBE %24, 2017, 17: 1365-1372.

Hofmann R, James SK, Jernberg T, et al. Oxygen Therapy
in Suspected Acute Myocardial Infarction [ J]. N Engl J
Med, 2017, 377 1240-1249.

Cohen LS, Viguera AC, Mclnerney KA, et al. Reproductive
Safety of Second-Generation Antipsychotics; Current Data
From the Massachusetts General Hospital National Pregnancy
Registry for Atypical Antipsychotics [J]. Am J Psychiatry,
2016, 173; 263-270.

Yang X, Li Z, Zhao X, et al. Use of Warfarin at Discharge
Among Acute Ischemic Stroke Patients With Nonvalvular At-
rial Fibrillation in China [ J]. Stroke, 2016, 47. 464-470.
Weipert KI, Bauer T, Nef HM, et al. Use and outcome of
thrombus aspiration in patients with primary PCI for acute
ST-elevation myocardial infarction: results from the multina-
tional Euro Heart Survey PCI Registry [ J]. Heart Vessels,
2016, 31, 1438-1445.

Tan J, Qi YN, He GL, et al. Association between Maternal
Weight Indicators and Iron Deficiency Anemia during Preg-
nancy; A Cohort Study [ J]. Chin Med J (Engl), 2018,
131 2566.

Tan J, Liu XH, Yu C, et al. Effects of medical co-morbidi-
ties on severe maternal morbidities in China: a multicenter
clinic register study [ J]. Acta Obstet Gynecol Scand, 2015,
94. 861-868.

Tan J, Mao X, Zhang G, et al. Hepatitis B surface antigen
positivity during pregnancy and risk of gestational diabetes
mellitus; A systematic review and meta-analysis [ J]. J Viral
Hepat, 2018, 25. 1372-1383.

Tan J, Ren Y, Qi Y, et al. The pattern of gestational weight
gains among Chinese women: a repeated measure analysis

[J]. Sci Rep, 2018, 8. 15865.

(Wi H A, 2018-11-05)



