<1512 ¢ s % 2020 £ 9 H 5 61 %55 17 ] Journal of Traditional Chinese Medicine,2020, Vol. 61, No. 17

DOI: 10. 13288/j. 112166 /r. 2020. 17. 010

Hh BRIl R A A% 0 &5 Ry 3 s P B9 RUER U R

SREMEE, WA

R BEZG R AR BT TEERE . LRt AR X iz G #H] S 5, 100700

HEE] THARAY, BRFEFHA—ALRL, SAEFEGRFARECEHIBATEGOHETY, Tt
SR TEBCRART AT BELHERFNEIN. BIRFHE, EHFOEN B RRGAERALS L
E ik, TN RGP AP, TR A R B RR R ARATE, HBhEH
WHREIETERG TR RAMAELLSMT, HEHFRAZA, FTRAETHELHETRANEN.
[X@iE] msdhisis RFEF FEBRART HEF

I RS AN ELR G UE I R S B A% 0
Fz ", W F AT M S Y R )
e TEIlm RSB ROT TS, RE S8 TS
ORI AN(EL 75 0 PR B 2R /T 50 3 (W A 3
M, HS SRRk . TIUE, BE &
ARZH5Z B EBR EACHIRF W Z 6. BE
AR B (R 2 J2 il S PERT Y (AN iR
U R, (R TR A B Z
TP, AT IE U2 38 2 R R (5 . AR T
RKEABITE, B ERE T R 2 &
RHWL A, BEABEGE T AR IR, 5 R LA
Wit SR AF R AR, fEAE—E LR
b e A /IS S A e PR AT 52 i 85 8 S
SRETOL e ASORE LR BRI PRI 45 SR FE AR 4R
WETE B, BRI B S 5 A A e B O 2

JEVN

i 5t o
1 BERAXRSEROERBIERERNRHOINRK
1.1 BHEAAMARSLOMRHE

R U 235 JRy A B B R R o i {408k e PR
BFFE B Y 4R 45 B B /NI ARAE S o R 2
JRTEAR A TF BN R F 35 AR G AR (Al A A
K& BF BOEREH . D REMAA) F
AR JE Y R, 7EC SR A O AR
fetrdEh, 87% M HA BES Y IEAEE TR

BETE: [ E 5L 2017YFC1700402) ; [65 [ 4B} 38
4:(81904051) ; AL 5t EE 25 K2 HABHI L 55 4 435 20194 YBIS—

033)
*  JEHIHAE#: shanghongeai@ 126. com

Ferh, Mt 94% M AAF R ESS. A, A
MARIE (KB WEFRES .

[l 2013 ARAZ0 45 SR 48 b B ML & A [ 1A O
Bl AP ERISE SRR, B2 B ER
FHEM. M E 2019 4E 10 A, pEBIRHE
COMET 48 e vy M T 16 W5y, Horp 12 ik
FEZGHCIITH . AR TE IR &SR, EMN
Mot T =kF/B, H 11 TR HEERES
5[8—18] .

1.2 BEBMRELEHHX

TERLEE R ETT ST, BH R ARS 5
A 2 Fr, s SN L R iR
fERAEE A A o A ZRIER, IE N
51 F 4 /N B X JRUUG 45 JR 1 A 3 B AT O A
XEE SRS AR T A IR N FEHROSE RS AR, LA
AR — X4 JR FE BRI A T A LA IO S R AF I
S TR R S R G RS AR R LA A F
AR R 0 4
1.3 BERARSLLS HLEGFPA

BEE TR I 2, B RS G4
SR ETI R AEE “BHS5", Wi
“UTS5" . AN, KT BE L AN SR
FE AR T P T ARG 15 B RN S LA B At A TR 7 B
ST T e 32 78 WL AR 2 B g Rt
R R H RN IS SO 5 R R E R, BEST
BRI IEM I A R AL 1)
FE I SR R (g S A SR 2) 7R R R
FB G, N W T A S P SR



i s % 7 2020 £ 9 H 5 61 #5517 ] Journal of Traditional Chinese Medicine,2020, Vol. 61,No. 17 « 1513 +

3) MEEMB HOERISRE T SRR
BRI T L R ) S X R T AR
7 4) WA R F RS 5T 5) R
FRF I 75 L5 A ) 25 G 35 10 8 L — i 3 3
W2 R, BA%E Ak

Bhge ™ ok, VR 2 5045 R TR AR 4R
MR, 22 R EMIRE . EA TR E LR
EARILSE R LA T RSy . RS Y 4R
L BH S GG RIS FRAERTI I L 2SR A Y
Y IRTAEAT R ), DISRIBGR & B, (o
Sy TR T R R4 A BT
R AT e BRI R T B s
JEMPSE[R 27wl “f 2 BE AR IR B /AR 3 1 7%
LSRRI X A B .

ORI, AR IIR P BRI PR BT S A% O 55 R 48
PREEIAE, TEHATREMA IR, X2
IR K25 5 A R R o ANTEA AT BART SR T 1
JER B B B e I I DR F S8 A% 0 45 JR) 6 b AR A
HES R, SRS IR A R R HL A B 2
KT IRGERE R A - RIBAEE A, A AR
GRRAY AEBTRBE, &% KA
T, TS A e 4 RS 124

FATNN, 7EPEE G RBF AL O 45 R P8 bR
Hi, RUYIMAMERERTER, — e R ETE
R T PR T BRSNS S —T5
T, P A TIPS T B S A s R TR 9
G P KR B TR, SELING PRIF ST e 83 St
FRAETERIIA) . TG, SR AR L 5T SR
R, BFSE AT LU I 52 S B 5T 1 T
2 BMEEFHEEFEBKRRARZOEBISRE
¥ R
2.1 MEFEFHHEE

A S 2 B ML A o 26 [ R4S L K 2% Y Rita
Charon Z{#Z7E 2001 4E421 7 o AR T AC B
BHTHE, BRI, FISEE, ShEik
IR B A N B, B B SR K0 1E T
TR BT, TR AR R AR, B
ST R L IR, B G B R B 11
BRI, A BT (el B RS 1o 2 R G
Z, B B R AR -

2.2 WEREFEBILK

e THHE R R TR, AU EET AR

I, EVRIRE G SRR LA BRE BT . —

RGP 4 R, EIIREF S D, ARG
O REA PR R R 1) MR TG,
B ISR T TR B SR RS S I, e
% N GATEBE ST Sk b i B AR BE S 2) 1ER T
He, [BE SN SR H 2 RO 20 A G B 5 A
B, BRI RO TT A PR BR AR S P A

AU PR 2 A | AR E AR, JEILAR
B A I RIS A IR i T, (AR R R R 28
18 A R T i A R 2 TR A e AL
FEEEBIFA AR BRI R LA E R
HEE %5 A Fshaehtiny, iEEscik, HEATHDE
SCHR LA A0 B R & MBI B 225 1 U4
SR AR, A AN I 2B AR
BRI BRI, EEPIR . (5 H AT
FRSRAE AL e SRR R 2 ) e . T BE B AT ™
Z:Em] ,
2.3 BEFFEEPEGERMAESEBHISIRE P
# R i 15

o B I PRI FEA% 0 285 SR B O R A 22 R PR
EITEIGRER . A7 h, AT LAIRAL
S R R, YR T R T 28T T SR
Z. R HES SRR, A TR MR 0
PEREXHATTI 5 T ML R AR . RIRRT T4
B, AU AT LASEF T R BRI PRATF T % 00 55 SR 9
PR S S £ T TH -
2.3.1 mEHRZT  BEEN TR SR
Pz —, TERG 55 546 bR AR B H g o5 A 2
i, PRI, T LIS s s 1 R 0 H 4 52 52
R, BB se S . B E Tk A
CLRIZR T, iR H O BRI B X 2 SRR
Bk, EENORSCE IR R MR, USSR
i, mEEHEE TR BHES5ERX. IRE R
) )7 R4, SR B 7 s S .
2.3.2 AR RstREE  HERRIIRE LR
FERHAER RIS — b R RS R S bR . — ik
T JE) T B SRR AR R T ARG — W)
(ELESCHk A 55 SR AR K 22 52 I -2 1 PR 5 A4 IR
FEHMIA . WA, TRFSE 4 9 B o J 0 1 P
i, BFFEE T RE ST I JE I 2 R
FabR, —LEEEHTCL L JRHRFR T Re R -

IRTARR, *BEM S, d T2 ERAR,
FEAEME L X BF 52 4 (B R A AR [ g o PRI, F
GG LT R SRS TR ], 3 R R 1
CUOZTT RRIFE Y RS R B A AR



* 1514 s % 2020 £ 9 H 5 61 %55 17 ] Journal of Traditional Chinese Medicine,2020, Vol. 61, No. 17

WA R IERSE, T T i SO A,

it 8 5 e A RO R AL X AT 5 2 A S5 R TR 5 -

TRt R, AFE TR AW R, R A e

TR =, BTSSR

2.3.3 ABAR KR BOSRIERER RN

17— 2 8 3 AR /R IR IR A AR 2. A

A 0] (11 7 208 T EEARYE AN [FIR) 5 A SRR ) 4

ST R, JUHE X b BE A R 2 5 E

H, LR RS R IR IS L. B K

AMS HIERAER AR, NiFRHE KRR REMR S

T S A PSP THA . b, RS

[REHT, RAEReA — s T . 7R R

R E R IR, R BB R R

MRS R fabr . BEE YRR SS G AT & R

REAE—E FEIE b5 B R 4 Jm 48 B 110 B 442

EIAR ST, — OB AR IB AR 45 R

FEHITINE, JFEHT /0. Tie B sty

AU, B A A A 25 A OCREAR AL [R] 2617 2

W, AT EEBE T REEI . MAERH BIARGE

PRERHRAED, (HZHAGAR AT LI By b5 e ik

AT RS2 T R A 1 S RN (B -

3 NG

A R RS AR PR 1Y T2 BRSO

A (A AR R B N A

WFSE 5 1 AR A R B WL e, A A M L 3K 3 040 &4

Bo MR B2 ik AR, B A

BE R IR RIGR, AT LASCEME S AR

8, WA TSBREEIHLR, RERES

IFSE ARG FIARAR A, RB 3 B 7P BT R F e I

IR, FEIWFIEE T E AT & B R 45 AN K 1A%

O RTEPREE o

5% 30k

(U] EE, 5Kk, W 5675, 5. G RS2 T8 ma il 1T 5 12 1
H LA R R LT b R0 O I A R A AR AR
2018,10( 10) : 1153 — 1156.

2 15Ean=s , 2= g, bR, 45, BRI IRIF ST T “RE0 25 R
FebrgE " T H AR [J]. P 2sgy Sk R 2y 2,
2019, 30( 6) : 745 —749.

[3] WILLIAMSON PR, ALTMAN DG, BAGLEY H, et al.
The COMET Handbook: version 1.0 [J]. Trials,2017,18
( Suppl 3) : 280.

[4]BIGGANE AM, BRADING L, RAVAUD P, et al. Survey

indicated that core outcome set development is increasingly

including patients, being conducted internationally and

using Delphi surveys [J]. Trials,2018,19( 1) : 113.

[SITONG A, SAMUEL S, ZAPPITELLI M, et al. Standard-
ised outcomes in nephrology-children and adolescents
( SONG—Kids) : a protocol for establishing a core outcome
set for children with chronic kidney disease [J]. Trials,
2016,17:401. doi: 10.1186/s13063-0164528-5.

(6] 5K, sk A MR, 5. PRI RSP MM 8 bRk &
PRSI AAZ O FEAREEME & [EB/OL]. (2013 - 05 -23)
[2020 - 02 —02]. http: //www. paper. edu. cn/releasepa—
per/content/201305 —366.

[7]ZHANG L., ZHANG J, CHEN J, et al. Clinical research
of traditional Chinese medicine needs to develop its own
system of core outcome sets [J]. Evid Based Complement
Alternat Med, 2013, 2013: 202703. doi: 10. 1155/2013/
202703.

[8]QIU R, LI M, ZHANG X, et al. Development of a core
outcome set ( COS) and selecting outcome measurement
instruments ( OMIs) for non-valvular atrial fibrillation in
traditional Chinese medicine clinical trials: study protocol
[J]. Trials,2018,19( 1) : 541.

[9]ZHANG J, XING D, SHANG H. Developing a core out—
come set for traditional Chinese medicine for stable angina
pectoris [EB/OL]. (2014 —01 -01) [2020 -02 -02].
http: //www. comet-initiative. org/studies/details/391.

[10]JSUN Y, YU C, HE L, et al. Core outcome sets of integ—
rity of modern and traditional Chinese medicine on treat—
ment of chronic Hepatitis B [EB/OL]. (2015 -01 -01)
(2020 — 02 - 02]. http: //www. comet-initiative. org/
studies/ details /669.

[11]ZHAI J, SI'J, SHANG H. Developing a core outcome set
in adjuvant clinical trials of Chinese patent medicine for
advanced non-small cell lung cancer [EB/OL]. (2017 -
01 -01) [2020 - 02 - 02]. http: //www. comet-initia—
tive. org/studies/details/976.

[12]LI G, ZHOU L, OUYANG W, et al. A core outcome set
for clinical trials of Chinese medicine for hyperlipidemia:
a study protocol for a systematic review and a Delphi sur—
vey [J]. Trials, 2019,20( 1) : 14.

[13]QIU R, SHANG H, HAN S, et al. A core outcome set
and core outcome measurement instrument set for clinical
trials of traditional Chinese medicine in myocardial infarc—
tion [EB/OL]. (2019 —01 —01) [2020 - 02 — 02 ].
http: //www. comet-initiative. org/studies/details/1243.

[14]GUO X, CAI Y, XIE Q, et al. Developing a core out—
come set for traditional Chinese medicine on treatment of
ischemic stroke [EB/OL]. (2019 -01 -01) [2020 —02 -
02]. http: //www. comet-nitiative. org/studies/details/
1282.

[15] YU C. Core outcome sets for back pain from China voice:

Chinese experts” consensus based on the systematic review



i s % 7 2020 £ 9 H 5 61 #5517 ] Journal of Traditional Chinese Medicine,2020, Vol. 61,No. 17 <1515+

[EB/OL]. (2019 - 06 — 01) [2020 — 02 - 02 ].
http: //www. comet-initiative. org/studies/details/1363.
[16 ] CHEN B. A core outcome set for clinical trials of Non—
pharmacological Intervention for breast cancer related
lymphedema ( BCRL) [EB/OL]. (2017 - 06 - 01)
[2020 - 02 - 02 ]. http: //www. comet-initiative. org/

studies/ details/1000.

[17]CAT J, NI X, WU D, et al. Development of core out—
come set for clinical trials of Chinese medicine in dysfunc—
tion of stroke rehabilitation [EB/OL]. (2019 —02 -01)

[2020 - 02 - 02 ]. http: //www. comet-initiative. org/
studies/details/1286.

[18]SHI Z, LI X, HU Y, et al. Developing a COSMA ( core
outcome set for migraine through the acupuncture) in pa—
tients based on the delphi survey and Analytic Hierarchy
Process (AHP [EB/OL]. (2018 =08 —01) [2020 —
02 - 02]. http: //www. comet-initiative. org/studies/de—
tails/1267.

[19]SMITH H, HOROBIN A, FACKRELL K, et al. Defi-
ning and evaluating novel procedures for involving patients
in core outcome set research: creating a meaningful long
list of candidate outcome domains [J]. Res Involvy
Engagem,2018,4: 8. doi: 10.1186/s40900-018-0091-5.

[20]EVANGELIDIS N, TONG A, MANNS B, et al. Develo-
ping a set of core outcomes for trials in hemodialysis: an
international delphi survey [J]. Am] Kidney Dis, 2017,
70(4) : 464 —475.

[21 ] VAN THJ, DUFFY JM, DALY M, et al. A core outcome
set for evaluation of interventions to prevent preterm birth

[J]. Obstet Gynecol ,2016,127( 1) : 49 —58.

[22 JTAYLOR J, BOHNKE JR, WRIGHT J, et al. A core

outcome set for evaluating self-management interventions

in people with comorbid diabetes and severe mental ill-

ness: study protocol for a modified Delphi study and sys—
tematic review [J]. Trials,2017,18( 1) : 70.

[23]GORST SL, GARGON E, CLARKE M, et al. Choosing
important health outcomes for comparative effectiveness
research: an updated review and user survey [J]. PLoS
One, 2016, 11 ( 1) : el46444. doi: 10. 1371/journal.
pone. 0146444

[24] YOUNG B, BAGLEY H. Including patients in core out—
come set development: issues to consider based on three
workshops with around 100 international delegates [J].
Res Involv Engagem,2016,2: 25. doi: 10. 1186/s40900-
016-0039-6.

[25]JONES JE, JONES LL, KEELEY TJ, et al. A review of
patient and carer participation and the use of qualitative
research in the development of core outcome sets [J].
PLoS One,2017,12( 3) : €172937. doi: 10. 1371 /journal.
pone. 0172937.

[26 ] CHARON R. Narrative medicine: form, function, and
ethics [J]. Ann Intern Med,2001,134( 1) : 83 —87.

[27]CHARON R. The patient-physician relationship. Narra—
tive medicine: a model for empathy, reflection, profes—
sion, and trust [J]. JAMA,2001,286( 15) : 1897 —1902.

[28 ] FIORETTI C, MAZZOCCO K, RIVA S, et al. Research
studies on patients” illness experience using the Narrative
Medicine approach: a systematic review [J]. BMJ Open,
2016,6 ( 7) : €011220. doi: 10. 1136/bmjopen2016—
011220.

(29 ] E—T5  FRAME. FRIE ) AU BE 2% K e 1) STk 5
(7], HEEZEHE,2019,32(2) : 153 — 159.

[30] GARGON E, GORST SL, HARMAN NL, et al. Choo-
sing important health outcomes for comparative effective—
ness research: 4th annual update to a systematic review of
core outcome sets for research [J]. PLoS One,2018,13
(12) : €209869. doi: 10.1371/journal. pone. 0209869.

The Narrative Elements in Core Outcome Sets of Clinical Study in Traditional Chinese Medicine

QIU Ruijin, SHANG Hongcai

Dongzhimen Hospital, Beijing University of Chinese Medicine, Beijing, 100700, China

ABSTRACT According to previous research, narrative medicine can be used as a tool to construct the core outcome
set ( COS) of clinical trials in traditional Chinese medicine ( TCM) , which may helpful to fully understand the wishes
and values of patients in clinical research. Through the narrative description, the patient’s experience and views on
the disease can be fully expressed, which can help researchers to reflect on the problems existing in the design of the
research. By explaining the occurrence, development and prognosis of the disease, the researchers can help patients
clearly express their demands for treatment results. As long as the researchers fully understand and communicate
deeply with the patients, they will understand the patient’s true wishes and values.
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