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[ Abstract ]

functional status, and feelings about treatment that directly comes from the patient without interpretation by physicians, nurses

Patient—reported outcome ( PRO ) refers to any information about the patient’s own health condition,

or anyone else. Measuring outcomes from the patient perspective is conducive to improving the quality of medical services and
treatment satisfaction. We summarized recent applications of PRO in many fields, such as drug review and approval, drug and
medical equipment supervision, quality evaluation of medical services, health technology assessment, and comprehensive clinical
evaluation of drugs, and reviewed the latest advances in research on PRO, such as the development of PRO instruments, the
construction of a health state utility value set, the health measurement in children and adolescents, and the quality evaluation of
PRO instruments. Then we put forward recommendations to further promote the studies and use of PRO in China: strengthening the
development of PRO instruments applicable to China, valuing the use of PRO in clinical practice, enhancing the interdisciplinary
research on PRO, broadening the profile of research on PRO, and intensifying relevant research.

Patient-reported outcome; Clinical outcomes assessment; Health—related quality of life; Health
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ezl AT AR i AIEF &k T 2, PRO
HisZ 2 HEMW ., PRO N EER A BE A A SR
Ol DHRERE IR T Bz S5 i s B, AMUFEETA
B A B g 2 L PRO RS I EE N AR R
FHVREIR . TIREIRAS | fdRRAH S A i ( health—related
quality of life, HRQoL) . AT N, R 897
TR A B R E TS O S, nE e TIR . AT R
B H AR B R e L IE4ESR, PRO
T 12 N FIRRRCR AL . 255 PPsf it . T4
ARG 7 . HATENEA PRO LN A S
ZERiFg U S (BB = XE PRO B FHBUIR K R
P RGRLE S S mmE . AN 5 7E R E R Ah
PRO WYRTITHE RS & RS, R E KN PRO MBS
SR RIS 5%

1 PRO WERE AZR KA RHERE

1.1 PRO MY EPFRRFHBLR

L1 250 W IR it 5254 20 42 80 4R AR,
PRO 1 R 28 5 45 K5 T L6 B T2 ik 0
2005 4, BRI Z S BiLR) ( European Medicines Agency,
EMA ) HEFELEZE FATH 8 A 56 HRQoL Bf6HR - .
2006 4F, 2 [ & 5 25 6 I B R (Food and Drug
Administration, FDA) & { %T PRO W T 3 25 iF
KRYTROFMATE ) D, Zad 3AEA TR E
WL, T 2009 4 IE2C A A, 148 FE I AR TE I AT &%
P55 250 g i v A B A TR 1 R 4

o5 2 L SR PRO AL S TR IS WA BOR
ZEFEE PRO AL AT “HEEMT B, 2008 4%,
EMA & A A3 bR i Ll geag ai Az 5, LU LI IR
WRIGE Mg )R, FH RS R T B A s A7
I RmER Y Y 2011 4E, JFHTIA T B EES 4EiL iy
B AR e (Ruxolitinib ) _FHETIG RAFZE(H ) PRO
BARAE R B Jmdebr, fESEERA LT, SOy E A
fif FH PRO A S BEAE R 7 SO UE 3 B (4 0 o3 8
2515700 T PRO (2 BR 24 i o 3 6 e 45 4 15 5]
Iz N, 2016—2020 4F FDA T 2 7 41t 18 i 14 25 5
i, 29 26% B2 5T ROTMHEFRESE PRO AT,
2008—2012 4F EMA HFEH AL i 25 b, 2507k
PR PRO I 2SI LLBIA E] 46% 1 .

2016 4 LIK, S S IE AR 21 I @E S VA LA
BE PRI R E R ) SRS, BT
e SR B RIS E O B OCAE B, RN H T 25
WA S PR, SEmAESE 2y S A BT e A (B
i A BIR b % 4 FE A i B AR WA YR P B E . )
F, J¢E FDA JG3h COA T HBMINE TAE, #E 2022
8 A, FDA IAER COA Pl T H¥k PRO T H, #
FAGYE T30 . FBEEMAREE . 5 IERBAE . BERG
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PEVERL ZEVERBENT | 18 P B ZE P Bt 2k 20 s k12
PRGN s L
112 BEYFIRSBEIEAN BT, PRO BBV HI T Im AR
BITRCRIPAE S B IR 55 B i . LASE D6, e
[ Z BEJ7 IR %5 & & ( National Health Service, NHS) ¥
PRO ZWAZEJRHELE , AR BRI RS A B2 o s 33000 H 22
—, BMSCERFESZ WO EAoR | IROCTT B | IR
AT wbk ok TR SE B B PRO ds, HITREAG
BRI B B R S5 B 0
113 TAHEARWAE S22 5w AR
£ (Chealth technology assessment, HTA) & Wi T
AVCREE TR, EER A5 R AE s
Fff ( National Institute for Health and Care Excellence,
NICE) . 3% [ FDA S5 HLAG ¥ B I 4715 B (patient
preference information, PPI) 4340 A TAE £ R EE G 1F
PR R N2y S PP, B ORDSRS AT REAT & A B A
SR P HE, RS AT S T R T2
Ytk SinREAR BRI &, HTH SRS S
EESRZ R, N IRE PSR 85 P E R,
PAFAREAEPU R BHR B R F R, M BURH
[T amR AR IS {5

{@HERUHME (health state utility, HSU) REfz st
Xf FE AR FRORAS B i aF FREE . 2 PRO 5 (1 BN 25
Z—, O T E TAERORIPAS 52 & 5
TEM RSz & 2 ZIE RO ( Multi-attribute
Utility Instrument, MAUI ) gk )z W T HSU B"J‘Uﬂ“i[m] o
HZ 2020 4F, RERTA 35 A GORL X 1 25 2 T
Bt MAUL SR T8 R 2
1.2 PRO B EPIFTEE R
1.2.1 PRO ¥ R GEZHT 56 35 I T 1l PR -S54 B G
0T $E PRO IR AV ERI R GE0E, {2 BE PRO i
M REEMZouik, PRO & RGPk & It
RENZ I 2004 4F, SEEIE S TAERFSEBE ( National
Institutes of Health, NIH ) BEAHEAR oae . fm ke,
(AT NE S AW SRS EAY it N ey 4 €17 N L Sl 2
WA, iz A5 H O ES AL B ( Computer
Adaptive Test, CAT) #f il B & & 4505 B R4
(Patient—reported Outcomes Measurement Information
System, PROMIS) , WeAEABE AIRM G AR, L
At AR R, IR Im RIGT T RO AL 1945
s kR ) 2018 4F, DEWITT % ' fg gkt T 2L T 2%
HE 4 (9 PROMIS { BT UMK R (PROMIS-
Preference, PROPr) , SHfERERCHM E AL T Hk+t .
1.2.2 Y285 iy @ AR RILU B = = R D Bl E T
FE il BRSO I S, AR R (EQ-5D) | /N
AAg R A 2% (SF-6D ) S5 i M R AU it R O wk
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I B T RS 5 T A 2 e b 25 0 2
2017 4, BE EE AR R AR SIS AR S5 A
ST EPRACRBF S BA , 38 A R A I e ) N, K
HRQoL 5 £ fRE & AHZS &, 2022 4R EQ-HWB
(EQ Health and Wellbeing ) H L2931 X—Ebr . B
SCAR H AR PR g BRI £ T
123 JLEAE AR & T EAW LS &R |
FILEME DELAFHEAERK AT, JLEME/DF
) ft BRI 1 — B PRO BIFSE IS . JLBE A A7 o o I
ERFRIER (PedsQL™ ) 45338 M HRQoL &3 M L3
JLAE RO 22 (CHUID ) | JLEE J 75 /0 4F I 1 4
@RI 3R (EQ-5D-Y ) 453 14 fidt B0 i e 7E L3
T AR R PR3] T R Y, EQ-5D-Y
MR RIS Y B ly JLE R 4R AR
1) DAL TP Rt T &l e
1.2.4  PRO & T B9 5 & PR & i 58 35 45 812
N BT PRO W T B AR Z 4 H i A~ —, PRO
M T HA P Sk ekl Z 2B, R
T LI & A B PRO I T, 20 42 90 4E1X 2Lk
IR E ARG & T BT 45 Jm (5 Fe R 3 2% 51 e
(MOT-SAC) . 3445 /il 774G (EMPRO) |
VEPEAR B & T 2% —FrifE (COSMIN ) 25241
BR )z PRO i T HIPHARiE >, Hi COSMIN
S H AT E BR B E )z A AT A e R TR
19T‘{E [39-41] )
2 PRO WJE R R AIVR R AFR R
2.1 PRO FHOCHYE YR 5 50 1
2,11 BESCHAMER S5 S EEE L 2020 4FEFT 2021
A, BRI A RS R SR
YA RS H IR SR (A7) ) B (TR
S LIRS A L BV 4R = ) GiRAT) ) L M
PRO 1 g+ R EL S AR o ok i — 0 2021
AR R 2 W B R 24 5 O R AR gk & A (LA
I PR A e 16 B A 88 25 W0 s RAIT 2 4 S i ) 4
B 2 I RWT R B R $8 SR ) 1) 8
JibAE DL . TR A 2 & R PRO, LA B
P B A B AR ol M IR RN, IF
B PRO P Dy 32 B2 28 5 10 1 28 S R i . 2022
LA, EEANEEEERZ N FE IO K A
RIS 45 R 7 25 W RATF 2 vh 2 FH A48 S B0 (3ak
1) ), ¥ PRO VE N TR [ 24 & J PR L i S 24 b 2
el SR ENE GG PRO TR SE X
FE PRO W S HEAT “HARM” 2.
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JEOU) 700 3 R A T M RAR B B 1 E S it
EREE BB E AL 25t £ RN, (BSLAERE
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AT B - b ™ b 245 5 ) i PR AN (. 2010—2020 4 3K 5
TFJE )T T I AR P, 29.7% % PRO 1E 32 E i
WESE RfeRR L AT, PRO C R R E 24 5
BUR S ME VAL A

212 EREMRZ G HZEESEE 2018 FEREST
TREEJR ST LISK , 22550 i B S R AR 24
FI SR A DR SR A OGS o RS — RUH T 225
ZER PN F BT, HSU 2 AR — 2%H 43 H i ik
Rl SRR, [l 2 e AR PR i S8, (o
FE 25 252 PP e (2020 i) ) e SE i =
KO H e % (EQ-5D-3L) . Tk T4 fd i &
& (EQ-5D-5L) Fl7< 4 fdt fE i A fij % (SF-6D ) 453%
PR R

2.1.3  ZyfhIGIREE AN 2021 SFE K DA REZIE
AR AT G IREE B P BEFE E ( 2021 4R MUATT ) ),
BAEXT et AR L &URE . Al SR
AT RS AT e T S LR A A, e E K 2
WK . PRI PRIEA FH G L0 5 4 R FH AR (LA T IR
PEREA A T A BRI 3% 2 0 Hop, AR
IR O FE bR £ EAALRS AEAATR AA dr  PR2, Ay
J R AH S FE bR A HRQoL F1 HSU, Hilb el UL, PRO
EL SRR 24 I R 27 A DA d BRI 25 i ELFR AR
Ry IR AN SR T S A o

2.2 PRO BYyENAIFFEH i

221 R BR g PRO I & T B AE W A 10
PRO I 2 T ELAIFH 3 [ 2 2 RO 5 | 304k [ B 1
LAY PRO 36, PR 32 N FH A4 R DI 6 iE F 55
IRITAZY (EORTC) FF % 1 i i £ 3 A6 i o e ) 2
FIKZ (EORTC QLQ-C30) "' WH IR B A i

7 (DQOL) ' | AT A7 Iy A A i & B 36
(ICECAP-A ) "7 X 4 {d B I 25 i & 45 —

(SF-6Dv2) "7 AT G AR N, R E PR
PO A A T B, SrAF kIR E [ AR T e
B UV RMB PR R O A i B R B
CNFRF A TR ER A, RS BA P2
89 PRO M T ' IR K405 T A AE 72 B
FEARZRE B#H HRQoL =%, TEEZRA MK JEIKE
W EEWESEFNE R T, WEHFRTEAZEA
BB AR AR T

222 SR EEER R R A S Al SRR AL
FHIN & T HAG A 9 AR AR T R HSU A 4k
YIIEERIESS , E 2014 4E LURAIAREE . T EQ-5D-3L %',
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B s T i BRI AR 2 ST S i f R 4 SR
ST, AT E RS M A 2R L Ol
R T R S (e R R R IR S5 R
2022 4F, JbH 2 K2R AR 5 1A BA 3 T b ELE AN
BRI & T b AR A a2 (CQ-11D ),
It H R A A AR A B BOE LR (DCE, ) BT
A TR E AR RS BMA R, hFRE T
[ 245 SRR Y 28 B 2 PP B AL T AR A b 4 i BR80T A
IE‘ [71-72] .
223 [N PRO 51 2E AR L SURBHIFAILAL AH 4k ST

I AE R [ P PRO ST A SC I 2E AR ML 5 4 AR 4l 4140,
AHAEREST : 2019 AR5 H K 2% fBOF 45 Jsy il i &R 45
BRI rp L o ST, 320 Bl S PROMIS SR B SE
I PR 5 SRR AT R R AIBESE ) 5 2020 4R 1L K%
TR AFIFFE O ST, AR 4 [ B SRAEE R O 4 5 43
BB ERHIE G, ZHP 0T PRO IR K48
U005 B2 5 0 FRESE s 2021 4 3 J AR Fip B2 2 45
f RN 5PN L 2 ST, N4 RS SR
MR ERE T RIFNFARTG, ABTIFRREZRER
W 522 AR A, ke fil e 8 SR & BT Eie . B
FARFH ik w3 S50 .
3 KE PROMRMAREEERE

B LLRE N L2 R . BT AR SS B
FSE BRI AT &R, DL e B 5R4% T AR BUOR I FAE 5
& PRO B 5T 5 0 FHE A T e 2 Jie 1 o 4 o Bt o
B2 PRO 5% [E T AR W A8 Je 5 5 1 PR S 18 S5 403 1) g
FHABAL TR A B BE, ARAAE PRO WIFST 5 52 B FH )2 1T
5 R AT 25 1] .
3.1 JmaeA 44k PRO THAWFR S5 A HifkED
A T35 PRO & THL HUR [ N SR AT X A
TP DURESME R d TP A
Rl WSS A B2 5 7 TR — 5 T B AU
SIS E MR R, 5 — T IR EIE A AR
Wi T H, [FIAEEEE PRO T AR 5 & S50
BEAk, A naE AR 4k PRO B I s, gt
RS W -3 e DL AV G i np i e S S SR L)
PRO M T H., FFJS AT S5 A5 ik AR 701 T F 4 14
BASNBETTIEFE -
3.2 HEL PRO S IRSCEARLS & AKZE5E PRO 5
I PRSCEREE A, HATE N IEZ AT R CIEE . 2022
EL A, DU BbR R BE TR T PRO R T Bl AR
ARG I PREEIR S B0 2 rhoC BERL BRI 1700 BFSE &
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BAET PRO FE SR RAE H A A6 AT AT 5000 18 5 O
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FEl K PRO I T i PRS2 B A I I . R OR BLFR R
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FUWRGEGIRATE . FET PRO MBRTAERIEAR 512 1
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reported outcome, ePRO) MIRE 52 FEE Tk
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P 2021 4 4 F ISR B LR 24 A PR
O RATEY ORI T 7 A L RUE AR ) 5 A 4
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