R IR WAR HEE F M PP TR RS

Z55: SCM 000°-20*

G 1] T B

SOHE L HRFEGFLKES
BEHAEEN: AEFEHAY. ARHFELAFF —WEER
BHMARA: FHEE

(HFEAE R W bn S P TR Y TEA
—~O=Hh&%E—H



>

—a

@\
.ﬁ\

. T
AN

TEAETRII oo 1
) A G5 o ettt 1
() B B I R et 2
(=) 8P FTEREEE A L I AR oo 2
L FERFETI I oottt ettt 2
20 BB TR e 3
1& PR VP 48 e gt S U R AR R B I BRI oo 4
=) T TETE FE TR B TEIU .ot 4
() BEFE T EZE I TTIEFITEIE oo 6
L F BRI T T ZE T8 oot 6
PIRR i acb il ekl o A =R Ea R S 23 6
EHRER. EHARHIEFRRERIZE R e 9
B RE IR TIIRIE ..o 9
VERHETEEEFR BT oo 9
BRI R RIESRATEFEEEI ..o 10
IS R I BRI HE R PR R 2R .o 10
I 2B B B A ZEII ..o 10
BEEAEE <.ttt 10

BEPE 1 (P ERIER IS WrbR dEIE FVE VPO R ) P R R 2 Wb e SCRRBTE 7E B 45375 11
BEfE 2 (P ERE M Wb eSS I PE PP O FE R ) I PR S B Fia ol FH P A L SR E 7t

B T ettt 16
BE 3 (P ERiEfE 2 bR ARG VPN FR S ) BB — R T X B E TAEHR R .. 21
E 4 (P ERIEfEZ Bbr G PPN PR ) B R T X B E TR . 24
BfE 5 (b ERIEfEi2 bR A G VPN FR ) (AR TRIER WA E ... 27
BfE 6 (P ERIEfEiZ bR ARG VPN FR RS ) (H RS HESWAE . 29
BAE 7 b EREfRIZ WbrdEE YN TR ) (RS BT XF AL ... 35



HERUE RS Wrbn A& M PP T e

2 1 i B

(R BRAIE g2 Wrbr i A VP PR RS ) TE T~ 2021 4% 8 it A 2y

SRR, IR R 2R T R P 24 K A — B s e A S i
T H HHEZ FREIBN, ST T KB L KRIE RSP IR, 5%
AT RE B, TERCT (RS WibsdEiG PRV AR R ) R, ARG .
IFETE S SR REFIE X VP RN S AR . PP P9 285 R SV o3 b 46
oo At A R 2y B E 2 E brdrE R s A% S, W BTN — D AT
AESRFE ., FEULHERE P Ak iR, DLt b ERAE G2 Wibn s A PR VP i e )
Gt il 1 LA L B

—. LAEfER
(—) EFER

TR, FERKEM A EAET T, KA T R, an (55 RE
IMATTRTENR “HIUH” PEZR EMRIEHADY (HpkR (2022) 55). (H
S BERTEIR R 20 R FE e R 2 (2016-2030 45) @ &N) (HE (2016)
15 5). (E P BEZE ST st B4R TAER e 2R WD) (HEEZ

FEER (2012) 53 5) &5, ERZhRdEA R TR 2 S0 R R I ERR S
hEEAE S WiksiE (UL fEAR “UEMRARIE") 2R B ARER AL —, iF
(AR HER LI VI « BRI P B 2 AR e B R A 5 4% 0 o EMRFREERT ST A
B= 20T U AU OGS N 2 IBROR AR 22 1) SR BT J MR gk A AE I o LA, #E—
SERRRE L HERD TURMERR AL 78 o SR T, H TR AR AE T R A5 2 I S Wit il R R AT
P L FH R VR VA AR SCHIE 5 i AR 51 2 0% B, JE AR BT UE A b B LE I
RSB LIRS, IEGARHEAEAE “ EHE, BN A E.
7 VR A ] R

I R FH PR AR R R I St T IR 1 Re 77, B S IR R M AR EE . IR RIS
FE 1 A2 B M G B R I FH 0 e M TR RS E Ao 57 i NPT RIS 1 L sk
Py AIATYE . ARV SE 2 AR FE PP UIE MG AR AL RS P B R . HATIE A
PEVE A LR 3 AR AR I R S B FE R U, G R A B v PR FH P P i e

1



PRI, AR50 H 2H 225 16 A A1l PR S R R IS I PEDP O LRI DTk SR &5
EUEBARAERIRF 5, TP (PPERIERIZ WrbR i I PR YO 48 R ) b AR, LA
S UEAEARAE A IR ARG I, (B bR HET B

() EEI/ETE

2021 4 5 HIRAE P EIEFES Wbs & A E I e B K i AR S T A
7 TAEZ . 2021 4F 8 H TARALE p IR IS Wibn i PN PR T X TR 5
AR ST, HE T (REIFESEAREE TN TR TUEAES 15, #HRkit A
FER 2 F B G 2ttt . 2023 45 10 [3-2024 4F 5 H, TARZH5ER 1 SCHRIF L,
RGBT O R AT BIUE (AR B UL 0@ B AT IE VR R N 2%, TR B A 2
PRS2 HE B il VR VRO LRI S G RO R ROR, S58 TARAH e, B4,
SE TV TR Hith. 2024 4F 6 A-2025 4 1 A, TAE4RAE/RIE (Delphi)
2, TR TR E MRS, eGSR . 2025 4 1 AT R
(AL bR IE P VEVEAN FE SRR IR S . 2025 4E 1 A A R A M AT & KRR 4,
H TARATHETE R (P ERIERE 12 Wibn & AN R R ) BERe, RIE TR SW
PEE . 202542 H, WUH LAEHIER TR, &L 5 FHHE XGRS
R R A S ASEMW ERA, TARHAFFIERE WG FHRAETL, B4
TEIEH R, 2025 45 3 H-2025 4F 4 AFFRENIME K. AREmbd e, W
Kl 1,

(Z) HEEEER AR #MIE

AIEHEREEANRIBES 550, 2 AFEREN, 25K, BERERK
TENEIL TR,
1B

% BoOAL AT

RE | LA |
FUATFULRIANRV 6 . S8.45

PR R —
LS . ZHiEMER. B8, R, Bk, HEEH
i

BHAATTN . TRt AU, S, B, H 40

k| MR EA RS W | S EEEER. TN SCIREE T, TR RGBS HdE

2




Je = B i, Z5HE. BEEE. Wit

U —— ZH5TAEMR. TR ERAERITS5EEES T, 25
WERRE. Y
B P — ZH5TAEMR. TR ERAERIFS5EES T, 25
WERE. Y
22 5%%

< Bofr 25T
TKAR | AE P EL R ARETER T7 FWIE/ B A 104
FRIF | AeE P BEZ R Ji FWE/ B KA 04
EBEHF | 22K 7 AR/ % F R )%
SaAERE | P E R ERE B 77 FWE/ B A 104
2EF | FERSKY T FWE
M5 | TUNERZAHETE B T7 FWE/ B A 104
Z W | BEERREWME AL P EER Ti FWE/ B KA E 0
RRUE | JTRAE P ER 77 FWE/ B A 104
BNB | TTARAE TP ERE 77 FWE/ B A 104
7L A PN 7 AR/ % SR )%
X | e R R 77 FWE/ B A 104
X 7| P E A BE R Ti FWE/ B KR 04
XU | T R B 2 K A — B R I B T7 FWIE/ B A 10
sRAEAE | EESEERER M s B Ji FWE/ B KA 04
SKEAWE | KRR B2 R Ji FWE/ B KA 0
R | REEPESRY 77 FWIE/ B A 104
M sk | dbstrhBEZ R Ji FWE/ B KA 04
BRI | 22K 77 FWIE/ B A 104
W | bR R Ti FWE/ B KA 0
BB, | MR B2 R A — B R I B T7 FWE/ B A 104
BHRRE | R B 2R A — P R R B 77 FWE/ B A 104




JEfETC | BRHESP R 2GR SE Y R B B

TR/ T XM E NG

i

Hh ] P B R 7 e P SR B

TR/ T XM E NG

| MR

TR RIUE/ B XM E R E

2R | FEPERER TR/ T XM E NG
Bk P& | SRR AT R R Ji ZERE
BRd R | InE KRR RS A TR bl | 7 RIRIE
At | AN AFEA SR Ji ZRE
FEK | WRFTEAFESS Ji ZERE

A PR WrAR EE R PR
fer i H A

\
ARG AL ]

|

v

R R CRATUE R bR HE,
AT 35 PP A A HE S

v

FEE CAATE I E PR T,

RIFRBEILIERAR

R H,
TERAIaH 2 Hit

!

e

v A
URIEVE (R RAD JLIRT7IERR
B IR0 R

\ J
HA VTR T BT
HAEL F IR G Y BE R

s L N
TR BEEAR IS W bs e

& AYEVEN FE D
- J




K1 ARBRIE S Wb VR VPO FE R R

= ER DR R G B A R AR A R B A AR YR
(—) A1 i R U

A& HIVEPFO R T B g e “RHA k. SERIE. ReE” R, 2 «Rg
5 NP AT\ SRR N, BERAT ML AN 2 45 2 AT, I 5 [ B2y T fR R i
MIER, T80 R F AR T T R A R IE AR SRIE BRI S AR SR
FHHEZLT, LR Z25 A  C L R b HE R 4R B LA IR A i K [
P A PR SE R FE R 3l PR DY TR, )5 (b BRAEAR 2 Wb 3G FH VAN R R )
IR

AIErEG A, AR A E N . BIAT 2 1 E B R E
TRFFIEIE 5, IR TR 2 (LB ST FU3 7 “ B XIS AR, “ %
KEVAR” =G WM SUNE, PRIE T AR Rt fl R RHA . e sCmfie R
1% FE PR AT ZRITIEIEAT , #R I FURAG IR AR A S SR, I SR BCRLAE BT ]
ke EENE B BORE N RN IR I AR SR e P A
KT, PEE T HBHRAE. 238, . 2 HENE, NTRLHREHER
AR o L 5 T 2R A 1 B )32 BN AR SRS A R, &5 &P =
ST BARIE DL, 456 SCBRIE Tk i S TAF R IE T K, TRk AR
RVES BB BRI L 5, BUREIFE T vk d, A R R &
KMo #MRLREUOR R, BHHBE 1 PP RIS Bs e FUMH R &
HKAE, MRHPEARALR, IR RTAS S PR E L HFH LXK
WIEH AR ZARIE S, Aol H 8 ST 78 T K6 R B0 R B4R R 5
Wi, Rl R R ARTIe. FMRARE, 1T304 B IR L
WALHIE DL, T RA R AR o
2. SEHE

AR W A H 8 E RN 1 PR m R AR 0 e ARG A, DL s A
Ve AR AR AE, B DR UE AR AEROHET N, IR SELUE AR AR HE KT T
IR RUATEREH T8t (hiBESSE) BIr . BesU BT Bk
N GOBEAT U b 3 PP PR I o AE TR BT R T, ANCAER 1A 5 S0k

5



Wt EARFRSEME, BRI IR AR E RS, W& 7o T a4
Hiu DX SR BR T IE A AR AT ] il I PPN TR L 5, P AbA I s 0, HE
W FARUEFAATIL BRI AR BN, S8G SR, B RUR 21 BEIER 2 i
PRAEE FHPEPEAN SRR, A TE r DT ) R 380 28 2R ORAIE S P A AT AT 4 A 1k
3. Fetk

AFERERTHILRE,  AhRHE K ] B GB/T 1.1-2021 (AR A5 U
55 1 E s B HEAL SR RO SE R AR SRR AR CZe A () %% A X b v« 457
I AR R LA 2 TR S AT PRI, SO R. T
G RE L BRRIER RS, WZBRERRILE AN IME. RIE T AbriE
HIBT IS, BFEROR TR R IR HERE AR . 2R ARTE L 1 5 S 55 A
R
(2D B EEE N AR BB
1. ARAER) EE N
(1) Vi
(2) ByEPEs| St
(3) RiBEAE X
(4) VPO RN S e
(5) I NESER
(6) PForbritE
2. WhETRFE EENARTT %
2.1 SCHRRE R
2.1.1 FERIEMRIZ bR A Sk i R

TH 5 ML 2 PubMed. Cochrane Library. Embase. Web of Science. H[E 4l
M (CNKD. JjJi (WANFANG DATA). 435 (VIP). H[E A4 % SC ok Eds
2 (CBM) Krpferpesysgor, AR REAGERG . PEPEELS & Ak
() P BEAE RIS Wb, KRN DR PE SR 2023 4F 10 H 30 H o H30ia & im [
“UETV CAIRfE 7L “IETT CRReE7. IR CRE T AR SROCR R ] AL
“Traditional Chinese medicine syndrome ”. “TCM syndrome ”. “TCM zheng ”

“Criteria”. “Standardization”. “Specifications”. “Consensus”. ZAANE NI A

6



TER LM RIS Wrbs it o« HERRTC RIS SOk B2 R R G — britEdr
I3 R SCBRA DR B 4= 1) 10 s IR FE 2R . Z3R 2R, A SeAial . BRIRIRYT
SUUAR A S SOk 1 S S bR EE SOk FL I I e 1 SR R S, KR N
BRI B AN A% SR s 5 )20 78 5 16 SCHRIZ Rt BRI 32 42 50, JEAT PR R «
KAV, WATF LENR. 2 M FE AL RO HEBR bR ST 0 i
JEAEXAZXF, BMWA 55 3 AL A S E e g . A LRI R A
Excel il SCHjE RARINER, H 2 20 FE & ML T HER L, RIS B
Fo: BH. MR, (EE . RATRAL, KRR RIS, DHd R, 58RI
%o KH Excel M ESIHHREE, AEHSUR. RSG5, WEH . Wi
A AEF . RATAL, RRETE . SIS, SHHIEFR . 558 R IE GRS B
ITHEIRIE NN . BES TR HE TR 70 2, VE LB 1.
2.1.2 @& TR B &R

5Lk 2% PubMed. Cochrane Library. Embase. Web of Science. H[E %0
M (CNKD. Jii (WANFANG DATA). %4 (VIP). F[EAEME 22 kB
J%E (CBMD & 6 M5 # $dfE % (Guidelines International Network . National Guideline
Clearinghouse. Evidence-Based Medicine Resource Center, New York, Academy of
Medicine Library. National Clinical Guideline Centre. National Institute for Health
and Clinical Excellence. Australia’s Clinical Practice Guidelines Portal) FTUsR Il
PRSI F @ VPR TR, Rz (A 9 FE 48 2023 4F 10 H 30 H. HCia®
AR “URARTRR " “CTRILRT CTEMMET CRIHME” S RSO R A
Applicability” 5. Z9N[E A4 E
N TFER R G R S A8 i & VAN TR . HERROTER UE SC SCik: @E R
IR SCERA IR B 22 1) 1 s QIRIRTIF TR L L3R, A Sl . BIRIRT
SR EREIR . SR R E S SR, L B SR A AR, K HE N
HERR A BRAS A% STHR s 555 2o 020 078 i 1 SCRIRIZ R Bl 152 42 50, JEAT PR R R G
RAWGRE, BATFLAER. B2 CFTTE AR IE RN . HEBRARAE IS 7 1%
JEAEXAZXF, BWA N 558 3 Ao A e F e g v A FE RIS IR A
Excel #: il SCHkE BRI, H 2 20 70 & ML T HER IR E, 3RS B
o 8H. BAEE . KREFEMH . KEEF. BHREAR . &EH S, P& E%.

» « » 113

“Clinical guidelines”. “Experts consensus”.



K H Excel AL EARE, AR SIRENEE . B—AEH. KREFEH. K
REZ . AHIBOR . PP AU, PPN 2% H &5 IUE BT b i . EaEH
PEPPAN T HOCHRAIE T4, VR DB 2.
2.1.3 ALK Hith

W RGN O A P B EAE AR, 0 S BT I B PR VAN B PN 2 B
H TGS KRG E P AME I HEVE T B I S 4 oL R R, 45
BUEEFRETT ARG, VPR e % H BN A IR, 45548
HEW, XIS H WA REXRE B, FPEW0E (hERIEE 2 Wibsdd 1k
I THE)Y &Hitb.
22 LRIAGHE

5 H AR SCRRIE T R S50 e, SR RIE, 5 LHRRAE NS, s
R G L SOHEAT A R T A . L 5Bk i hRvtE: B Bl S 28 BA B HRFR AN
EARZ WbR HERIF ) il o AR50 . A RN RE 8 U R 70 iR B oK &, ik
B SR [ IR 18 38 L 500 AT B

WEREERGHT, H Excel BATHIER SIRIERIFF AL, EEMN
LTRBIWETEE 8. TRENDREE BRRECV) H#HATIFN.
UE S BN EEMEVE O IE =4 S, BN UER RS VPP 4R R I
S H: HEBEVVEBMEAN T 3 2 4 208, @B0%% H R E— RS E,
TR L FICUE ST FEEMIP M <3 4, MENGZ BT LI,
i SRSk B IR PR BRI 46 2% B e N R R R TR s N
F12% H AL B GH 2 RTEB LR BN, R L KIEE R G wE,
MR L 53 0 5% B BEA T B 250G ARG RIBCE — 4 B KR35, Il 2 S B R4,
EUGERB G (P AR R 2 bR IS A PE PP Fa e ) 2% H o TR LB A 3,
4.
2.3 LRIRIES

2025 4 1 AEAMBIF T CREEUE S Ws kS AN FER ) (R &
FKWAE2 o TAEALICAROE FIVE PPN 48 7 5 22 15 100 A 7R $2 07 2 A B g g 1)
SURT (RIS WG P R R ) (BEAe) BT A IRIE. 231
FEFMBWR S AR X5 H AR MRS T T EE, WNERC



BB, AT DA AR HE ) 58 SCAR IR et o X F AR I T BAR A 2, B
(BB HE AR FIE IR, B T2 EMEREEGE W, VLS.
24 LRHE

2025 4 3 F1-2025 4 4 AP E NGt . BUH TAEA T 2025 43 A
AL ELFREESUW . SUCRI (P EEIFRI2 Wb S PN FE /) B A e
ZRFEATIEIER, GARBREN, 10 f&XE W FEMFZE P EIERSHR
HEIE FVEVET R ) A RS . ARIE T IR R L S U, X (R R EE
CWTAREE PSR PR R ) o A R | B RUR TR TS N R R R R,
PG AT A S B RAR (R EIR IS WibssE A ) 7
A PR H SRR R . T H TAELARE & K B2 AR OGRS L, %t (R
BRI WbRHEIE - VIR R ) B AR08, &L XIEFHF G
B R A A 2. WM 6. 7.

=, BMRER. BAUNR G| AR AERIR R

ATHE AR T KN (P ERIER 2 WbR G IR 4R R ) SBUTIERE. ¥4
AR I VERR R PR, IF BAE Gl A v AR A I B A b,
ECANEFERE, FZHE.

M. EXRERALEEESAKSE

AARFE SE ORI TT ), H0E T R A IS, JFIE I TR R SRS K
GWEMERERZE N FH—5WE T 22 R RBMMES, 5 fikE T 22
o LA HRINAT R A, (XA BRI e Y 7B SE L. iR X 12
SO L, T H D A AN O SCHR, JRAS S I, X SCRREAT TR
B, VIPIERR T AR A . TR A B OIS A%, B0 & IRt
HWEHT TR E, MR R B SUE RIRRE RS L SR S AL GORIE. IH 4L
MRAE “OEUE” SR, XFPrf RBUE B — 18, e S R S, 4k
XIHIRREATAE R, TR T 8T IR o« XHZ AR AT IR R 7 A 2 1E A AR
VERG I H 4UR N B AR L SR I B O L, 3D 5e B4R/

T, AR R R



(PP ERUE A2 W bn v I PR DA 48 7 ) PP o B R A2 Wb o4 A I PSS 12k
EHTHHRPE (PRHELSG) BT B0 BB RS L AT IR b
e I VE VPO I A o A48 R B AE SR THIE bR v IR A AR A& I VE, R BEIE (AR
HEIHET N

7N~ BUITEEE R E SRS R X

AITHWTFCR (P ERIE RS Wbs dd PR fa e ) A2 8 At A )i
Rl 2 AT EAL . S5, DA ORISR BRI R -
L AR PR G2 A, HESITEAEAT L N A b 5 St T A
2. JEIEH TG NAVE VPO AR R N HET BN R AR B H 22 S BE, B I OQ 45k
I B, SRTHERE AR S N RETT, e iz S AL AR .
3. RILHE AP RS & RPN TR A o AR RS RR G SRR
Bk 2 A [ RO R 25 22 2 i 0 = 3 A RT 6 AR SRE WA A RS 3
I AIFHET iz, DAY R .
4. FEF AT E R ZINE SRR AR S, T R AT B, R
AR SR L, DARE— 2D e VL N 7

. MR RREMERER
o
YA VAL R

FEUAEATE P R AT LM 3~5 S5, ARYEUEBRARAERT 7T (10 2k e AN S B AR 5 72
ik, xRt PAb e, BRE. .

i KA

BEPE 1 (R BRIEARIS Wrbn i F PR VAN R R ) BRI Wrbs E SCHRIE 72 2 45
s

BEfE 2 (R BRAEAR 2 Wibn ek PR VR TR ) I R S e m i A PR AR TR
BRBIF 70 el 5 4R

BEPE 3 CRERIERZ Wb g PEPF T iEre ) 26 R L X E R & LIRS
bHfE 4 CRERIERZWRHEE PRV FE R ) 28 R TR G E TR S

10



BEfE 5 (R BRI WibsEIE RPN R R (FRS) BXRIERSWA#H
fifE 6 (R ERIEMR S Wibr e & FPEPPN4RRT) (T ERR) FESWLE
BEfE 7 (R BRI WARHEIE I PEPPIN TR R ) (B AR R /N A%

11



M 1
(R RS W hnvioE B YR IR ) P BRI S MR SRR ST R G 9R 45

1. FEAREN
g N 51 TP EEAE IS Wibs e, RIS RN 1987 #:~2023 4=, H 1 2020
FEXBRERS, HILE 1.

R 1 PERUERIS WrbR e AT 4

Fhr RERYE Fhr RERYE F4r RERYE

1987 1 2000 0 2012 5

1988 0 2001 0 2013 0

1989 0 2002 1 2014 2

1990 1 2003 0 2015 1

1991 0 2004 0 2016 4

1992 0 2005 0 2017 4

1993 0 2006 0 2018 2

1994 0 2007 0 2019 3

1995 0 2008 0 2020 9

1996 1 2009 0 2021 4

1997 1 2010 0 2022 4

1998 0 2011 2 2023 6

1999 0
2. RATHRAL

MAFRHEFILARR N kR, H e e, HAp SR A et
LR er (375, 77.08%)  FEPPUERL &Fe (5iE, 1042%)  HAHEE

Pt lEa S (38, 6.25%) %, VEILEK2.

12



2 HERIEEZ BrbR e kAT AL
Fo TR R A o R BRIR A
HAE R 250 37 77.08% 2 [l i PR 4H. 1 2.08%
W E R RS A e 5 0 1042% | FreEUES G 1 2.08%

HAFELGFEHES 3 6.25% | FHEPEGHF LTS 1 2.08%

3. kA

LAV RIS W bR AE SR e B AR S BT, A SO R 2RI IR = B oy TP 4t St
W K205 FAL, FA AR m A T R P B 2R (125, 29.27%) WL
R (5K, 1220%) « PEPERSERRESEER (35, 7.32%) « HEHEE
BREEpe H R AR SO (3R, 7.32%) &, FEILK3.

R 3 PERILRIS WrbsiEas Sk AL

BT AR SR BR BT AR Bk R
TR R R 12 29.27% iR R 1 2.44%
WL R 25 K2 5 12.20% KA R 2K 1 2.44%

Hh ] A [ R} 2 e 1 2 S Bt 3 7.32% | AbEHRER A KA =M R E R 1 2.44%

Hh ] R b B R R A S
3 7.32% | EHBEERLR B A e w R e 1 2.44%

WA
RGPS PN 2 4.88% | REETITHBE 2 I B I s e 1 2.44%
o [ R R R TR B 2 A488% | JUMIMERZIREEE MR R 1 244%
o ] o B o 5 B e 5 e 1 244% | dbuiPEEZARERETTER 1 2.44%
o [ P R RRE R AR 4B 1 244% | HSEEZERLR Y M E b B R B 1 2.44%
Hh [ R B 1 2.44% PN 1 2.44%
AT BE B 1 2.44% | EHRERIRA MBI PR B b 1 2.44%

4. WA
ISR R R ERIEE SRR (40 55, 78.43%) FIFRAF(ERFFT (11

13



Fi» 21.57%), Ferh e g e U A TH R 5 R HHIEAR S & (38 F ), 74.51%)
A EHR 5 HEAHEAEZ S (25, 3.92%) -
5. PRI AU S AT

NARAESLIS B 10 DR R GE, MBI AR RS (13 /6, 25.49%) .
OIE RS (65, 11.76%) %, H#ILE 4.

R 4 ERUER IS Wbs B U8 o A

S U s YO
I VRS IEPERTT (2) « ALK IRAHEN & « B Nm i . 45 RIEET el . TR
g Ny | PEFURHERGR B , . AT R MR X
’ SR AR O . R
l\\ 'A_‘\’:' é
(?£Ei§> TR (6)
%E/\é}ﬁ ,r%,réllx% :Ely—‘— KX IR 2 U8 E:‘l‘iﬁ'*‘% i"nééA/JE
R 2
Ji*;%) HIHORE . R FRIERS . KRR AN . RUA RS
LN 4
(fgwig) R (2) . 1B R
WAL
J;Li%> WA . S
\\\/ Q
(ﬁfg%) P L (2
MR 2 % \
G, 1 | PR
IA 4
HoAth R " N
G 3y | WS, MR, R

MNFRESER BRI 2BUE R, 278 (PEIEGS R AER flfam ) X

I R I RBEAT 733, SR S OISR 6%, AR ek G 4

A1k (7R, 33.33%) MFEWCEHEE (Th, 13.73%) , HIChHTE () 3%
(195, 37.25%) FIRUATE (85F, 15.69%) , PEILEKS.

14




R 5 R ERUERZ WbRHEZ I T 30

121 i 70/ GRS

HE (43 % 19 37.25%

AURE 8 15.69%
SR A

" R (B HA 17 13.33%

F/UREH G E 7 13.73%

- BEERUE S R 2R R

NI TE L3RR R Bt B s O, 3L RIS T H 56T, B e kiim %
PINE R R4 (3300, 58.93%) o 202143k H & HMHE (1201, 21.43%),
20124E k2 (10T, 17.86%) , VK6, MAWFFLH IR (3.92%) HIETLF
AP, 495 (96.08%) e KAz R IE N

6 HRUEAR TS WbR #EHE 5 K
B 5HN
P AR NI [
1997 1

T

2011 1 1

2012 1 3
2013
2015

2016

[NCTE O S N \° e N

2017
2019

(9]
—
—

2020
2021

w s~ A
o0

2022
2023 1 1 2

15



9. Wk

S22 (WPERIFE Wb TGl e ) 1) ZERF R AR OGN 25, A9 NSOk
4155 (80.39%) R4 LRI 7T 395 (60.78%) 45 & K& 17k (33.33%)
WA AR . PSR b 175 (33.33%) 5 Zegiit ik, LxREMF
315 (60.78%) KHME/RIEE, ImKiAES6R (11.76%) RAMWEIZIHEA, 1F

M7,
x 7 FEEUE IS Wb R 5 15 AR
BERM B (BRK) REHAR FAR

s (B

PRz soR (15

SCHRHIE ST (41)

Z gt ik (7

PR RRZ% (12)
DU 2% (5)
SRECELI (4)
W (2)
SERTREAERL (1)
HHRGESE (D

kgt (14)
Logistic[al 95341 (2)
RBHESH (D
FRG i (1)
5o (D
FH A (D

IR FE: (31)

LR EM (39) B
Z gt ik (1D

A git (9
EIRATIE (2

Bz R (6)

ImARHEAE (17)
Z G JiiE (5)

DUH-HE R 2% (2)
M L% (2)
FREEH (D

kgt (4)
Logistic[a| 343 #r (4)
REM (D
Fagity ot (2)

16



B4 2
(FEIERS WS P TaRE ) I PRS2 BRTE B 3& F 10 TR SCRRBR 5T
BEEWE

1. FEAREH
LGN N AN IR PR SI2 B 45 B o FH P A T B RN R SR B TR, IR R

SEERARE RN T A2, WKl

R PR SE S R & PR TR 738

THAME MABET B
Shiffman 2005 The Guideline Implementability Appraisal (GLIA)
Gagliardi 2011 A conceptual framework of implementability
A 2 4 ‘ .
- R IRPRIZTT fR IS VR & 7
The  Guideline  Implementability  Decision
. . Brouwers 2015
& VPN TR Excellence Model (GUIDE-M)
% & 2018 i P S B 4 i 3 FH P4 B
® Jitd 2020 5 R i A RPN TR
H % 2020 Hh B 24 1 PR S BBk i e P P TP S T R
B 2022 i PR i ik 41 i St 1 1P A 2R
M 2023 R F I A PP TR (2.0 BO
. . X The ADAPTE Guideline Adaptation: A  Resource Toolkit
W Rd A v ,
. collaboration 2009 (ADAPTE)
a ¥ Al 2022 TRERAE . EHIPEAE PRI TR (STAR)D

2. THNFRRE R

VAP TEA, 2P a2
A o
3. HisHF

1 AN PR SE B i o P PPN T HARIR R BAR B AR, REEERH
W 2.

ROy EEIG RIS HR R, 9N J9lim AR Sk B i

17



R2 PR SEEAE R & PRV TR HAs R

B

BARH

The Guideline Implementability Appraisal
(GLIA)D

A conceptual framework of implementability

R I RS T 45 ik PR A )

The Guideline Implementability Decision

Excellence Model (GUIDE-M)

i PR S B i T o I VR VP B
i P I PR 3 I VP T

Hh [ 24 1l PR S B i B A VA 2 LTS R

i PR 52 ke 41 B S P AN T R

TP A& F PR PRA T H: (2.0 5O

Guideline Adaptation: A Resource Toolkit
(ADAPTE)

TR R E YA E R TR
(STAR)

RS TTRE

fRrfE S . T RE
RIER
TEFIIT A PR B A AN A A= E b N 57

TEFIIT A PR B A AN A A E b N 57
FEr

TR

RFEHE . TTRE

Tar i

TR R

RMITRE

4. PENL A

i PR S A5 P 3 A PE PP RPN A B 32K,

40K ok AR

PTG SR ERR D T AP, 2RI K

5. fill e B A A

5 A PR S B R VA T ROR SR S BAR RE B R B, ) 5 R R A FSILER 3

K3 n PRSE B AE 1 AR PR TR 1) 5 s DA R

AR 1 %€ B A
The Guideline Implementability Appraisal FERISEHEE . HARE
(GLIA)

A conceptual framework of implementability R

R I R I2 9T 48 e 1 T A ) RIE R

The Guideline Implementability Decision AR$EMK

Excellence Model (GUIDE-M)

I R SI B 4 P o P P AN B R RIE R

i e i ARG P PRV A A

TRFNES S ImIREEA. 2952, B, &
e A P 5%

18



o B 245 1 PRSI Bk 1 T 0 T PR VAN S 10

i R S B A R S PR PP A TR

BURSEE . SRR TR F R ImKER
Ui PBEE R IGARIATN . FEIERS
L X R T

FE R I RS PP TR (2.0 J5O

PR 25 A B

Guideline Adaptation: A Resource Toolkit

(ADAPTE)

KT L

e A B EAE PR A

(STAR)

Rk K

6. SJURAFFAIE
PP T EAD R DV IUR, 25 LW EMBEAN T RAR, &
VEVPOY KA OC TR U2 A RIS ME . Rtk AT, mlRsedt.

GHTE. BTN, TERLRA

R4 i PR SC B P b AR VP A AU AL

PIABEA B PP
The Guideline LARME; 20037 3T HENE: 4 NAERBE A 5074
Shiffman 2005 Implementability B 6 ARME: 7RG 8B R A s 9 A 10.
Appraisal (GLIA) AIHL AL
Gasliards 2011 A conceptual framework LG ME; 2.8 M 3. 550 4 N SAld&#M; 6.07A
agtard of implementability W 7RIS 8 ATV
B R 22 o HEIRRZTfErEH  1EAEE: 2388 EHMES /KT 348 NHEN; 4.286 40
2012 P 2 i) 5.5
The Guideline
Implementability LAt 200 FEE BrlfE; 3 M4 4 BIES: 50718
Brouwers 2015 o v
Decision Excellence MY &, 6IBF; 782
Model (GUIDE-M)
|/<‘ '%'Et‘ <} ‘ﬁ Aé‘\/ . N
4 om0y ORSKECIRRDEIIIEE b p o st SRR, 4T

ek

Wik 2020

FE P I PR G F R VAN T
H

>N

LA RIS M 2 m et 3.aT8ee s 4.nlATE; SUSARVEAL

M % 2020

Hh = 241 PR 5K B 1
FHPEPRAN H B0 5

L 2360 3 AT AT Ik

19



e PR S5 B 416 i S 1

I 2022

VAT Rty 20008 3 ATHAT s 4.5 R0

A

5.8 F A

FE Pl PR G VAN T

2 2023

LATaRAGE: 2 et 3. arese ;s 4. nTAT 1k

5 ARV

H (2.0 BO
Guideline Adaptation: A . . . . Tl s
The ADAPTE . Tp o L 2GR0 AR, 49F0: S PR
esource Toolki
i 6.4, THMPEE; 8. 54K 9. AW
collaboration 2009 ( ADAPTE) il & AR HH IEoawil AR
FE IRl AETE CE B A& . X . . s
M W 2022 " = LA RIS M 2 m et 3.aT8eett; 4.nlATE; SUSARVEAL

FPEPELE T B (STAR)

7. HABKFIE

NN RS EAE R VA TR A, 6 A R A e PR S R VPO LR
il E R 8 AN O N NI A THE HBRAE 7~77 55218 7D LRAEMTIR
R 6 DLAME IR A et mf o I PR SE B R B i IV DE O TR Al s

fiE, W& S5.
K5 ImIR SR FE IE A PR VP TR AR
PN 2% KAn WHEE KB BT AR
L5 Ex g3t HE KR HR
Shiff The Guideline
iffman
2005 Implementability % N 31 & yn
Appraisal (GLIA)
Gagliardi A conceptual
agliardi
2%)1 | framework of JIEPN N 22 & yn
implementability
R B R IR A
T TERASIIEE g PR s ke
F43 2012 FITE R & F R
The Guideline
Brouwers Implementability N
P 44 H.
2015 Decision Excellence mEX A = x
Model (GUIDE-M)
I/:‘ %E‘ <} ‘% ‘i_t
4w gorg WASEARERE 0 0 0w kme
T ER

20



Wik 2020

H % 2020

HroHE 2022

Z= AR 2023

The
ADAPTE
collaboration
2009

¥ M 2022

FE R I A3 FH S DAY
TH

TR 251l PR S8 Bk TR
&PV R U

I S B 46 S
PR TR

&8 5 I RO FH PE RN
THA (200D

Guideline Adaptation:
A Resource Toolkit
(ADAPTE)

fEraRl e B
A PRV T A
(STAR)

Hh ]

]

]

]

b

]

A

A

A

A

157 P
il

N

A

12

77

12

43

39

gl

R

R

21



M 3
(PEIEFSErEE R TP TE ) B—REFRABRE LIRS

(PR 2B bR S PP Fa m ) S — R R R A W B BB, 2R
UE L2 22 SR AR R SRR I A IEAT o AT Rl R Srim 2 O A 1 BRI 12
PRAERNIG R S AR F & VP LR, BESNE ST, &6/ NAWiR, YIETE
sk Hille SR LHMERGRIEED N3 B 2% HEEVEVFIr. ERE
LA R EAMEE, B0 Jm ] RSy A A e e o AT, &
KB GRS IR PPN SR REE, HE, - fEE, AREE,
ANEE, SHRT 55 455 355 201 4y, MR HWEEEF
H=4 700, AR AEE PPN RS 20 H s A R S E AN
T3 E 4208, @k A HEE - DBENEZE, FiEd T ZRIES0ETe;
A ENEVP ORI <3 or, WIEBGZEK AN T DGIER. LA DR 2% H i) 22
VEREATIT 70, JFRIVBSRN R I, BRI 22 A B RGOS, PR
LR 2 R 45 RAEAT 245 5 0
1 LHRIERER

22 LB FEAF R Gt risol, W& 1.

®1 H-RAGRELX D MNMEEEILER

e AR
5 u g il 2 HoAth
13 (59.09%) 9 (40.91%) 19 (86.36%) 3 (13.64%) 0

e A= SSRGS =

2. LRAENS
2.1 BRI AL
BT RIHE NGB 25 friaE, HLIE 22 LXK EE, BRIFHE R
BRIy 88.0%
2.2 BERB AR

22




FRLTRIAE RGN R (Ca) 50950, HAXFE (Cs) 4 0.872,
BUS &% (Cr) 0911,
2.3 LEREEMIFS KR
B LRI NS ERAE R (Kendall's W) 4 0.255, HEEMES
SRR (CV) WK 2.

R 2 BT KB UL S F P VRO 6 e 45 2% H B BV E PP 4

B B B HEME FREAY
— BB -ty 7yl =FAr R
PRAIE (CV)
PR EZS 2 3 B 4.54+0.73 0.16
Al IR
IRE AR E A B AR IR A2 . 3.95+0.81 0.19
UAMELE R TR, AL, 4.54+0.67 0.15
g AMEIZ BT 55 TR 4.68+0.56 0.11
AN HER RIS TR 1 . 4.47+0.81 0.22
UAMEN AT, A1, 4.77+0.68 0.14
Al :
2R VS B I A o 4.77+0.68 0.14
A RS WL R IR HERA 4.90+0.29 0.06
PRETE 5 R IEIEM . BE 4.63+0.72 0.16
AR EN B — 2 4.50+0.74 0.16
Il AR B FH AN PR S T84 4.36+0.72 0.16
s AR R S HE 4.45+0.73 0.16
ZARHE 5 A X [ 57 7K AH IS Y . 4.09+0.94 0.26
FARKFY | ShsES NN CRAD BT AP AHIE RN . 3.67+1.15 0.33
_ AR T AL A2 Wik - 4.22+0.86 0.20
ATAT
IS ZAME 5297 5 R /LU T R/ AE R PEIE
4.04+0.74 0.21
fic B JE U FH T B
AR HE R NN (AR FRHIEKFE. 2
EH 4.09+0.92 0.22
FHEITRR .
i 2t Bk PR 28 F5 R A N BERIPAES . 4.54+0.59 0.13

23




FHAS PRI 2 | M3 o] DL A2 bR v N 2, L% St )
4.45+0.73 0.16
LAVRE ST
5 3 75 ERAF L ER R 4.0+£0.69 0.16
AMERR Gt BN T B, e %R ek
3.68+0.64 0.17
APP %%,
18 FITLE B S T A7 AL S 1% A U ) B A o 3.40+0.73 0.21
1% b AE BT X6 B I PR ) 25 48 B T I e 1T
4.5+0.59 0.13
AR 170 83 (A A P RE
GIE: 374 i —
1B ZARE N R R o 4.09+0.61 0.15
TSTETF R TAER S Zhr R = R . 4.09+0.75 0.18
AR TR I AR & A 1 o 4.77+0.52 0.11
APy T X2 AR T RV T P N AR EN 4.27+0.70 0.16
TS BT Z AR HE IR R IE F P I 2 o 4.13+0.94 0.23

24




B4 4

(PEIEFCEIREER RPN B_REX B AE L ERE

T H ZHAE SCIRIIE 7E J 56— $8 & S iRl B I 3 L, SOOI 2 Wibr e & A PE PP
I TRIA R A AR BIR ZZE PG RN B ZE I, Sk 3 N EEEVEI)
BlaE<4 B (5PN (BAD BIrACPFHIEN . RIECENH TR £
HESERFREAG ) : Xf 2 A HEMEE P BMEAE =4 B HAB P ARG, WS
N1AKHE: R, SiafxE i, BHHATRE O Likfkns 2k, w]
EEMRT 2K TR E N AR PRI IR P 25 H
A AL HEWIE] 22 7 LKA RES, DR T BRI R2 Wrbs g i
PEVPOM TR R SR R L R A NS 22 BB LS T T
1 LHRBEAREE

22 R FIEAF R gk g, W& 1.

®1 FRABEREEZX D MEEEILE

e R
% %« Lk fill e 2 HoAth
14 (63.63%) 8 (36.37%) 19 (86.36%) 3 (13.64%) 0

T 5 NSRS E .

2. TRPE NG
2.1 LHRBRAEL

BT RIHE NG 24 fria s, IR 22 R KEE, BRI
N 91.67% .
22 LHRBBERH

B REFIFENEAB R (Ca) N 0954, AXKFEE (Cs) 4 0.890,
BUBLZ %L (Cr) 24 0.922.
2.3 LERE BNV KO AREE

R T R N AR AN R4 (Kendall's W) 24 0.289, HZ L5y
EERPAEFRZRE (CV) WK 2,

25




R 2R T R B UL S F P VRO 1 e 45 2% H B EVEPP O 45 R

B B B HEME BRER
— BB b =777y
PR IME (CV)
IR ZAMHESY 5 3L 4.45+0.15 0.15
UAMEGE R e A, 4.54+0.13 0.13
zE AR WL 5 5 TR A 4.63+0.10 0.11
AR SR IS TR T, 4.50+0.13 0.13
AMEN T, A, 4.72+0.09 0.10
AJ R T2 hR S FH Y B A A 4.72+0.09 0.10
AR W IR A 4.68+0.10 0.10
g
AT S RIATEMT . . 4.63+0.10 0.11
AR EN B — 2. 4.59+0.12 0.13
AL LI 2R CE D . 4.2240.17 0.18
AR R S FH T84 o 4.22+0.12 0.12
I R ‘
AR R S HER 4.36+0.11 0.11
LRI
AR R S AT 8 4.27+0.14 0.15
TZARE 5 A X B2 97 7K P AR Y o 4.0£0.17 0.17
HARIKTF
ZAREAR T H A IR 512 W FR v 4.18+0.14 0.14
i AMIE 52T 1R AR T R/ AR I HEIE
~ 4.04+0.14 0.14
AT fic B JE U FH T B
AR HERTHE NN (AR FHIEKFE. 2
EH 4.09+0.18 0.18
FHEIT 3R .
AN HETS 28 5 IR B N BRI A . 4.59+0.10 0.11
i 3k oy, 15 0T LB A b v N 2, L& STt )
4.31+0.14 0.15
IR | &lkEEdT.
A5 FH 3 75 B AT L B BRI 3.63+0.19 0.20
TZ AN HEET XS AT P 170 8585 485 B T i P 1
4.45+0.11 0.11
CIE::3°4¢3 A 1) R A A PR
IE X Z AR E A IR . 3.90+0.15 0.16

26




TEAETT I AR Z % bk i) e B R . 3.95+0.14 0.15
2R HE ) Il R 3 P 4.72+0.09 0.10
SAETESY TR A P T T P SRR N A 4.0£0.15 0.15
TN T 2 v I PR 38 FH A B 2 1 o 3.72+0.16 0.17

27




B 5
(P ERIER S AR HEE P IR ) (R
TRRBIERSWLE

S 2025 4E 1 A 12 H
S L TR PR 2 R B — MR I Bt
S NG A R, TR, TR K%K TH P F T
skifg e, HFEIR. B, BWEE. =% A
W ERA: W
T30 LB R ) 3500 SRR T AR AR AR

2021 4 5 HRIEHR ERIE S Wb i@ P fe e & 5 S48 5 T4
# 7 TAEA. 2021 4F 8 H TAEMLE R EIFE S Wibs @ et 56 T
HAmteSr, HE T ChEIEFEZEREE N rE) T EATS T, Rttt
R 2y A i, 2023 4 10 H-2024 4E 5 H, TAEHTERL T SCRRBE L ,
RGP T O RAT DI UEAGAR M FE AR B A& BOEAT & F MR VT AR P 25, [ B 2 1
PR B 4 RS VRO T B B 3R AL R OR, 856 ARG, YDA
TN TR Bith. 2024 4 6 H-2025 £ 1 A, TAF4URASE/RIEE, 4T
LR L FEWIN S, IR BTG . 2025 4F 1 AT HERIERIZ KR
HEE PR FE R SRR 5 . 2025 4F 1| A RN HIFE K igiE s, WiH L
TR IRTERL (HPERTEES Wbs S VR Fe ) e, 5T RS VP .
T H TARHRRH RS M AL L F0HR T Ch R 2 Wbs i F PEF R Fe e )
BRRI N, DAFRIRE B R AR 1 e

BHEAV2H QIR (RIS Wbr & YA TR R ) SRR R, 5
BT ER . S ELFRNMBMRR S . M FERPNETREAS, TRIETT
WHEME, A BIABSHR, IRETBREN, FEARE:

(1) APERAGYET “ZbRUER 53R 5 “IRERAER B AR ” & XEE,
B RFIWE AR HESRBGR B8, WA IR “IZAhr e 5 3R,

(2) AT TR Z 0 TR IS W KRR T 2, BRI “aZbr e (4
LR 232 (A&7,

(3) AP AT UGN FS 7 b “iZbruElm RN A B M7, K55

28



R, WSO “ b eI R FH — 20 s 7
(4) ARIRFE SOIP RIS AE G M, SR PP “ I T b v
e PRI FH PRI TS ok H AN EE, MO BUMBR 2% H
BRMANEFL, N CRERIEE S WbRdEE P R R ) s A
B, WH TAEHERE L E R EOA RS, DEURZ M2 AT B, FITER (H
BRI bR S A PE PN T ) VIR, R /AT RIE R PRk,
(R IE 2 Wibs i PPN R ) TUH AR
202541 H 12 H

29



Applicability Evaluation Guideline for Diagnostic
Criteria of Chinese Medicine Syndromes

Document No.: SCM 000*-20**

Preparation Notes

Initiating Organization: World Federation of Chinese Medicine Societies
Implementing Units: Henan University of Chinese Medicine, The First Affiliated
Hospital of Henan University of Chinese Medicine

Project Leader: Li Jiansheng

Project Team for Applicability Evaluation Guideline for Diagnostic Criteria of
Chinese Medicine Syndromes
January 2025

30



0 3 N L AW

Contents

- WOTK SUIMIMATY ...ttt ettt ettt e b e s et e s st enbesbeensenseeneenses 1
1.1 Task BacCK@rOUNA .......cccooiiiiiiiiiiieee ettt sttt st 1
1.2 Main WOtk WOTK PrOCESS ......ccveiririiriniiiiiciceccrien ettt 2
1.3 Key Drafters and Their CONtriDULIONS ........ccuevirieriiriierieriieieseeteste sttt st 2

. Principles for Guideline Development and Basis for Determining the Main Content of Criteria 7
2.1 Principles for Guideling Development .........cceecveririeriiierie ettt 7
2.2 Methods and Evidence for Determining Main Content of the Criteria.........c.cceccevereereennne. 9

2.2.1 Main Content 0f the CIIteria........eccvirirerenienieiienineneneneeteeeeee et eeeenesresees 9
2.2.2 Methods for Determining Main Content of the Guideline............ccoceveeeierinienineenenen. 9

. Relationship with Relevant Laws, Regulations and Mandatory Criteria..........coccecevevervenennenne. 13

. Handling of Major Opinions and Their BasiS.........cccecvevieiiiieniiieenieieeeeeeee e 13

. Suggestions as Recommended GUIdEIINES.........cc.everiiriirieniirieieriieeieeeeceee e 14

. Implementation Requirements and Suggested MeEaSures ...........oceevereerreriieienierienieeeeeeneeeenees 14

. Facilitating and Hindering Factors in AppliCation ..........cccecueveeieririieniinieiesieeeesie e 15

. Other Matters 10 Be CIarifled .....c...ooiiiiiiiiiiiiiiiii et 15



Applicability Evaluation Guideline for Diagnostic

Criteria of Chinese Medicine Syndromes

Preparation Notes

The project Applicability Evaluation Guideline for Diagnostic Criteria of Chinese Medicine
Syndromes was approved by the World Federation of Chinese Medicine Societies (WFCMS) in
August 2021 and was led by Henan University of Chinese Medicine and its First Affiliated
Hospital. A multidisciplinary team was formed to complete the drafting phase through
literature research, two rounds of expert questionnaires, and expert review meetings. The
draft of the Applicability Evaluation Guideline for Diagnostic Criteria of Chinese Medicine
Syndromes  was developed, including sections on scope, normative references, terms and
definitions, evaluation principles and procedures, evaluation content and requirements, and
scoring criteria. After review by the WFCMS International Standards Department, a
one-month online public consultation was conducted, leading to the final review draft. Below
is an explanation of the preparation process for the Applicability Evaluation Guideline for

Diagnostic Criteria of Chinese Medicine Syndromes:



1. Work Summary

1.1 Task Background

In recent years, the Chinese government has emphasized the standardization of Chinese
medicine (CM), issuing a series of policies and standards, such as: Notice of the General Office
of the State Council on Issuing the “14th Five-Year Plan” for Chinese Medicine Development
(State Office Document [2022] No. 5), Notice of the State Council on Issuing the Strategic Plan
for Chinese Medicine Development (2016-2030) (State Document [2016] No. 15, Guidance from
the National Administration of Chinese Medicine on Strengthening Chinese Medicine
Standardization (Chinese Medicine Legal Supervision Document [2012] No. 53, CM
standardization serves as a critical technical foundation for the advancement of CM. Among
these efforts, CM Syndrome Diagnostic Criteria (hereinafter referred to as “Syndrome
Criteria”) are a key component of CM technical standards. The standardization and
objectivity of Syndrome Criteria are fundamental to CM standards. Research on Syndrome
Criteria has become a focal point in CM studies, with increasing numbers of experts and
teams working on their development, significantly promoting standardization. However,
currently, there is more focus on the development and publication of syndrome criteria,
while the evaluation of the applicability of these criteria and related research has not
received enough attention. Not all syndrome criteria are actively adopted and used in clinical
practice, and there are issues such as “emphasis on formulation, neglect of evaluation,"
insufficient application, and difficulties in promotion.

Clinical applicability refers to the ability of recommended guidelines to be implemented
in clinical practice, that is, the degree of alignment with clinical settings. Clinical applicability
is a decisive factor affecting the promotion and application of syndrome criteria. After the
establishment of syndrome criteria, it is of great significance to evaluate their applicability
from multiple perspectives such as availability, readability, feasibility, and acceptability.
Currently, tools for evaluating applicability mainly focus on clinical practice guidelines, and
there is a lack of guidelines for evaluating the applicability of syndrome criteria. Therefore,

our project team refers to the development methods and processes of applicability
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evaluation tools for clinical practice guidelines both domestically and internationally, and
combines the characteristics of syndrome criteria to carry out the development of the
Applicability Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes, with
the aim of improving the clinical applicability of syndrome criteria and promoting their

application.

1.2 Main Work Work Process

At the end of May 2021, under the guidance of the expert steering group, a working group
was formed. In August 2021, the working group submitted the project proposal for the
Quality Evaluation Guideline for Chinese Medicine Syndrome Diagnostic Criteria to WFCMS for
approval. From October 2023 to May 2024, the working group completed literature research,
systematically analyzing published Syndrome Criteria to extract content suitable for quality
evaluation. They also reviewed clinical practice guideline evaluation tools to identify key
common techniques. Through discussions, an initial pool of evaluation items was drafted.
From June 2024 to January 2025, the working group conducted two rounds of Delphi expert
consultations and completed questionnaire analysis reports. In January 2025, the draft
Guideline was written, and an expert review meeting was held in Zhengzhou, Henan, to
finalize the draft for submission. In February 2025, the draft Guideline was submitted to
WEFCMS for online public consultation. Feedback was incorporated to produce the final
review draft. From March to April 2025, domestic and international expert reviews were

conducted. The development process is illustrated in Figure 1.

1.3 Key Drafters and Their Contributions

The drafters of this Guideline are categorized into principal drafters and contributing
experts, with specific details and roles listed in the table below.

1.3.1 Drafting Members

Name Institution Responsibilities




Project leader. Responsible for scheme design, project
Henan University of | application, implementation, progress management,
LiJiansheng
Chinese Medicine organizing peer review and external evaluation, and
summary
The First Affiliated Hospital
Participated in guideline application, summary,
Xie Yang of Henan University of
drafting, revision, and progress management
Chinese Medicine
Participated in guideline application, scheme
The First Affiliated Hospital
registration, literature research, expert questionnaire
Lei Siyuan | of Henan University of
design and data analysis, drafting and revision of
Chinese Medicine
Guideline, preparation of explanatory notes, etc.
Participated in discussions, literature research, expert
Henan University of
Wang Jiajia questionnaire design and data analysis, drafting of
Chinese Medicine
Guideline, and preparation of explanatory notes
Participated in discussions, literature research, expert
Henan University of
Yuan Yue questionnaire design and data analysis, drafting of
Chinese Medicine
Guideline, and preparation of explanatory notes

1.3.2 Participating Experts

Name Institution Participation
Dongzhimen Hospital, Beijing University of | Program demonstration/Expert
Yu Changhe
Chinese Medicine questionnaire
Program demonstration/Expert
Wang Tianfang | Beijing University of Chinese Medicine
questionnaire
Program demonstration/Expert
Wang Xiaohui | Lanzhou University
questionnaire
Program demonstration/Expert
Shi Nannan China Academy of Chinese Medical Sciences
questionnaire
Lv Aiping Hong Kong Baptist University Program demonstration




Program demonstration/Expert

Du Liang West China Hospital, Sichuan University
questionnaire
Beijing Hospital of Traditional Chinese Program demonstration/Expert
Li Bo
Medicine, Capital Medical University questionnaire
Guangdong Provincial Hospital of Chinese Program demonstration/Expert
Wu Darong
Medicine questionnaire
Guangdong Provincial Hospital of Chinese Program demonstration/Expert
Yang Xiaobo
Medicine questionnaire
Program demonstration/Expert
Yang Kehu Lanzhou University

questionnaire

Liu Jianping

Beijing University of Chinese Medicine

Program demonstration/Expert

questionnaire

Program demonstration/Expert

Liu Mengyu | China Academy of Chinese Medical Sciences
questionnaire
The First Affiliated Hospital of Henan Program demonstration/Expert
Liu Xincan
University of Chinese Medicine questionnaire
Zhang Beijing Hospital of Traditional Chinese Program demonstration/Expert
Shengsheng | Medicine, Capital Medical University questionnaire
Zhang Tianjin University of Traditional Chinese Program demonstration/Expert
Mingyan Medicine questionnaire
Tianjin University of Traditional Chinese Program demonstration/Expert
Zhang Junhua
Medicine questionnaire
Program demonstration/Expert
Chen Wei Beijing University of Chinese Medicine
questionnaire
Program demonstration/Expert
Chen Yaolong | Lanzhou University
questionnaire
Program demonstration/Expert
Fei Yutong Beijing University of Chinese Medicine
questionnaire
Hou Zhengkun | The First Affiliated Hospital of Guangzhou Program demonstration/Expert




University of Chinese Medicine

questionnaire

The First Affiliated Hospital of Tianjin

Program demonstration/Expert

Hu Siyuan
University of Traditional Chinese Medicine questionnaire
The Affiliated Hospital of Chengdu Program demonstration/Expert
Tang Jianyuan
University of Traditional Chinese Medicine questionnaire
Xiyuan Hospital, China Academy of Chinese | Program demonstration/Expert
Gao Rui
Medical Sciences questionnaire
Program demonstration/Expert
Ge Long Lanzhou University
questionnaire
Program demonstration/Expert
Liao Xing China Academy of Chinese Medical Sciences
questionnaire
Chen Tao Liverpool School of Tropical Medicine Program demonstration

Chen Guanmin

Alberta Health Services Data Analytics

Program demonstration

Centre
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2. Principles for Guideline Development and Basis for Determining the Main Content
of Criteria

2.1 Principles for Guideline Development

The development of this Applicability Evaluation Guideline adheres to the principles of
“scientific rigor, practicality, and standardization”, with the aim of being practically applicable
within the CM industry, gaining broad acceptance and recognition beyond the CM field, and
aligning with international diagnostic and therapeutic guidelines. The drafting process fully
considered relevant issues within the framework of applicable laws, regulations and
technical documents, while referencing previously established Guideline on Establishing
Diagnostic Criteria of Chinese Medicine Syndromes, existing syndrome diagnostic criteria,
and domestic and international applicability evaluation tools for clinical practice guideline,
ultimately formulating the Applicability Evaluation Guideline for Diagnostic Criteria of Chinese
Medicine Syndromes.

2.1.1 Scientific Rigor

In the development process, this Guideline strictly follows the principle of scientific
rigor. The team extensively investigated international methods for forming evidence-based
guideline evidence and adopted a tripartite research approach incorporating “literature
research”, “expert questionnaire surveys”, and “expert meetings”, all with distinctive CM
characteristics, thereby ensuring the scientific validity of this Guideline. The “literature
review” was conducted according to internationally accepted methods, searching formally
published literature related to syndrome diagnostic criteria and extracting content including
development processes, main components, and common key technologies. Simultaneously,
existing research on clinical practice guideline evaluation tools was reviewed to extract
information about tool development processes, classifications, domains and items, providing
a basis for conducting expert questionnaire surveys. The expert questionnaire survey was
based on the internationally prevalent Delphi method with modifications tailored to the
specific circumstances of the CM field. By combining literature research reports and working
group discussions, expert questionnaires were formulated to select representative,
authoritative experts from diverse geographical regions. The collected questionnaires were
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statistically analyzed to effectively consolidate expert opinions. Following the requirements
of the “expert meeting method”, the project team invited an expert review panel primarily
composed of specialists in CM syndrome diagnostic criteria research, along with experts in
related fields such as CM internal medicine, guideline research methodology, and CM
diagnostics. These experts convened to review the draft Guideline initially formed through
literature research and expert questionnaire surveys, particularly focusing on controversial,
debatable, or questionable content. Their objective and professional opinions were sought to
finalize the draft standards.
2.1.2 Practicality

The primary objective of developing this Guideline is to enhance the clinical
applicability of syndrome diagnostic criteria, thereby identifying high-applicability clinical
criteria and further promoting their application and dissemination, ultimately achieving
truly usable and effective syndrome diagnostic criteria. This Guideline is intended for use by
professionals at various CM (integrated Chinese and Western medicine) healthcare
institutions, educational establishments, and research institutes when evaluating the
applicability of syndrome diagnostic criteria. During the Guideline development process, not
only were relevant literature studies, academic works, and textbooks consulted, but the
essential research elements were also incorporated into survey questionnaires. Experts
engaged in or familiar with the development of syndrome diagnostic criteria and
applicability evaluation tools from across the nation were surveyed to consolidate their
opinions. Following expert reviews and extensive consultations with industry specialists,
comprehensive feedback was integrated to formulate the final Applicability Evaluation
Guideline for Diagnostic Criteria of Chinese Medicine Syndromes. From the development
process to the final outcome, this Guideline ensures practicality and operational feasibility.
2.1.3 Standardization

During the development of this Guideline, the preparation of this standard followed
GB/T 1.1-2021 Directives for Standardization - Part 1: Structure and Drafting Rules for
Standardized Documents and various other promulgated relevant standards and Guideline,

all conducted under the guidance of the World Federation of Chinese Medicine Societies. The



methods employed, including literature retrieval, expert questionnaire surveys, and expert
meeting approaches, all adhered to internationally recognized practices. This ensured the
standardization of the entire development process, encompassing technical methodologies,
the resulting standard format and style, terminology and language usage requirements. The
standardized approach guaranteed that the technical methods, document structure,
specialized terms, and linguistic expressions all meet rigorous normative standards

throughout the Guideline development process.

2.2 Methods and Evidence for Determining Main Content of the Criteria

2.2.1 Main Content of the Criteria

(1) Scope

(2) Normative References

(3) Terms and Definitions

(4) Evaluation Principles and Procedures
(5) Evaluation Content and Requirements

(6) Scoring Criteria

2.2.2 Methods for Determining Main Content of the Guideline

2.2.2.1 Literature Search
(1) Literature Search for Diagnostic Criteria of Chinese Medicine Syndrome

Computerized searches were conducted in PubMed, Cochrane Library, Embase, Web of
Science, CNKI, WANFANG DATA, VIP, CBM, as well as CM syndrome diagnostic criteria
included in the databases of the China Association of Chinese Medicine, the World Federation
of Chinese Medicine Societies, and the Chinese Association of Integrative Medicine. The
search period spanned from the establishment of each database to October 30, 2023.
Chinese search terms included: “JIE” (syndrome), “JEf&” (syndrome), “JEEY” (syndrome type),

“#r " (standard), “3£iR” (consensus), “#i S& "(specification), “#g & ”(guideline). English

search terms included: “Traditional Chinese medicine syndrome”, “TCM syndrome”, “TCM

» o« » o«

zheng”, “Criteria”,

» o« » o«

Standardization”, “Specifications”, “Consensus”. The diagnostic criteria of
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Chinese syndromes that have been publicly published domestically and internationally were
included. Exclusion criteria: literature for which the original text could not be obtained; for
duplicate publications or literature where unified standards were published separately, only
the one with the most complete data was selected; clinical research articles, review articles,
case reports, theoretical discussions, conference reports, and similar literature were
excluded. The process involved firstly removing duplicate literature; then reading the titles
and abstracts of the literature and eliminating unqualified literature based on the inclusion
and exclusion criteria; finally, the preliminarily screened literature was read in full text for
further screening; for literature not fully included, manual searches were conducted. Two
researchers independently screened the literature strictly according to the inclusion and
exclusion criteria and cross-checked their results; in case of disagreement, a third researcher
was consulted for discussion and resolution. The team collectively discussed and used Excel
software to create a literature information extraction form. Two researchers independently
performed data extraction, collecting information including: title, version, author, publishing
organization, publication date, application environment, development process, funding
sources, etc. A database was established using Excel software, and statistical analysis
methods such as frequency and percentage were used to conduct descriptive analysis on the
extracted information, including title, version, author, publishing organization, publication
date, application environment, development process, funding sources, etc. A summary of the
literature research on syndrome criteria was compiled; for details, see Appendix 1.
(2) Literature Search for Applicability Evaluation Tools

Computer retrieval of clinical practice guideline applicability evaluation tools included
in PubMed, Cochrane Library, Embase, Web of Science, China National Knowledge
Infrastructure (CNKI), Wanfang Data, VIP, China Biomedical Literature Database (CBM), and
six guideline databases (Guidelines International Network, National Guideline Clearinghouse,
Evidence-Based Medicine Resource Center, New York, Academy of Medicine Library, National
Clinical Guideline Centre, National Institute for Health and Clinical Excellence, Australia’s
Clinical Practice Guidelines Portal), with a search time from the establishment of the

database to October 30, 2023. The Chinese search terms include: "Il F& 48 # " (Clinical
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guidelines), "% Z 311" (Experts consensus), "i& H 14" (Applicability), " FH#£" (Application),
etc; the English search terms include: "Clinical guidelines”, "Experts consensus",
"Applicability”, etc.Incorporate applicability evaluation tools for clinical practice guidelines
that have been publicly published both domestically and internationally. Exclusion criteria:
(D) literature for which the original text could not be obtained; (2) for duplicate publications,
only the one with the most complete data was selected; (3) clinical research articles, review
articles, case reports, theoretical discussions, conference reports and similar literature were
excluded. The process involved first removing duplicate literature; then reading the titles
and abstracts of the literature and eliminating unqualified literature based on the inclusion
and exclusion criteria; finally, the preliminarily screened literature was read in full text for
further screening; for literature not fully included, manual searches were conducted. Two
researchers independently screened the literature strictly according to the inclusion and
exclusion criteria and cross-checked their results; in case of disagreement, a third researcher
was consulted for discussion and resolution. The team collectively discussed and used Excel
software to create a literature information extraction form. Two researchers independently
performed data extraction, collecting information including: title, first author, publication
year, country of publication, development techniques, applicability domains, evaluation
items, etc. The database was established using Excel software, and descriptive analysis was
conducted on the extracted information such as the topic, first author, publication year,
publication country, development technology, evaluation field, and evaluation items based on
frequency and rate of use. A summary of the literature research on the applicability
evaluation tools was written, as detailed in Appendix 2.
(3) Drafting the Preliminary Item Pool

By systematically evaluating published syndrome diagnostic criteria, the content or
items which are suitable for applicability evaluation were extracted and compiled. Key
common techniques were summarized from domestic and international applicability
evaluation tools, and preliminary applicability evaluation items were drafted in accordance
with the technical specifications for developing syndrome diagnostic criteria. Through group

discussions and incorporating feedback from the steering committee, the extracted items
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and their significance were carefully reviewed, resulting in the preliminary drafting of the
item pool for the Applicability Evaluation Tool for Diagnostic Criteria of Chinese Medicine
Syndrome.

2.2.2.2 Expert Questionnaire Survey

Based on literature research summaries and discussions, the project team employed the
Delphi method to develop expert survey questionnaires and conducted two rounds of
surveys with selected experts meeting predefined criteria. Expert selection criteria included:
holding associate senior professional titles or above, possessing experience in developing or
reporting syndrome diagnostic criteria, demonstrating interest and commitment to complete
multiple survey rounds, with consideration given to geographical distribution of experts.

For statistical analysis of expert responses, Excel was used to create data extraction
forms and record data, primarily evaluating expert opinion concentration (mean scores) and
coordination (coefficient of variation, CV). When an item’s importance score averaged more
than 4 points, it was recommended for inclusion in the applicability evaluation guideline list
for syndrome criteria; scores between 3-4 points indicated items requiring further
refinement through expert panel discussions; scores <3 points suggested item removal
Initial items screened through expert consensus were reviewed by the drafting team to
finalize the included items. Statistical results were aggregated to summarize expert opinions.
After completing the first-round questionnaire analysis, the item pool was revised based on
expert feedback. The second-round questionnaire was then administered. Through these
two rounds, a preliminary item pool for the Applicability Evaluation Guideline for Diagnostic
Criteria of Chinese Medicine Syndromes was developed. For details, see Appendices 3 and 4.
2.2.2.3 Expert Review Meeting

In January 2025, Zhengzhou hosted the expert review meeting for the draft Applicability
Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes. The working
group presented the draft Guideline and key discussion points. Participants conducted
thorough deliberations on the draft document. Experts actively contributed, generally
affirming the maturity of the submitted draft as a foundation for criteria formulation.

Through discussions, consensus was reached on multiple specific content areas, yielding
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valuable revision suggestions. For details, see Appendix 5.
2.2.2.4 Expert Review

From March to April 2025, domestic and international expert reviews were conducted.
The project team organized online review meetings in March 2025, distributing the review
draft of the Applicability Evaluation Guideline for Diagnostic Criteria of Chinese Medicine
Syndromes and peer evaluation forms. Consolidated feedback showed all 10 experts
principally approved the review draft. Incorporating these suggestions, the team revised the
document into an adaptability evaluation guideline draft for overseas expert review. Five
experts endorsed the Applicability Evaluation Guideline for Diagnostic Criteria of Chinese
Medicine Syndromes as the final draft of international standard. Further modifications were
made based on expert recommendations before submission to the World Federation of
Chinese Medicine Societies following steering committee approval. For details, see

Appendices 6 and 7.

3. Relationship with Relevant Laws, Regulations and Mandatory Criteria

The Applicability Evaluation Guideline for Diagnostic Criteria of Chinese Medicine
Syndromes developed by this research team does not conflict with current laws, regulations,
or mandatory standards. During the compilation process, existing international and
domestic standards were strictly followed to ensure the content is standardized and

well-grounded.

4. Handling of Major Opinions and Their Basis

After completing the literature research, expert questionnaires were developed, and
expert opinions were solicited through two rounds of Delphi method surveys. The first round
received 22 expert responses, and the second round also received 22. Experts generally
agreed with the questionnaire content but proposed revisions on certain specific issues.
Based on these suggestions, the project team further reviewed relevant literature and,
incorporating advice from field experts, adjusted the draft to preliminarily form the

Guideline draft. The initial draft was reviewed during an expert panel meeting, and further
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revisions were made based on the suggestions raised. The revised draft was then submitted
to the expert steering group for additional review. Following the principle of “evidence-based”
decision-making, the project team discussed all feedback individually, determined whether
to adopt each suggestion and the rationale, and subsequently refined the draft to form the
Guideline draft. This draft underwent methodological applicability evaluation and peer
review. The project team will carefully study and incorporate the experts’ revision

suggestions to further improve the Guideline.

5. Suggestions as Recommended Guidelines

The Applicability Evaluation Guideline for Diagnostic Criteria of Chinese Medicine
Syndromes evaluates the clinical applicability of syndrome criteria. They are applicable for
use by professionals in CM (or Integrated Chinese and Western medicine) healthcare
institutions, educational establishments, and research institutes at all levels when evaluating
the applicability of syndrome criteria. This guideline aims to enhance the overall clinical

applicability and promote the dissemination and application of these criteria.

6. Implementation Requirements and Suggested Measures

The research result of this project, Applicability Evaluation Guideline for Diagnostic
Criteria of Chinese Medicine Syndromes will be publicized, promoted and implemented
through various channels after it is reviewed and approved for release to ensure the effective
implementation and application of the criteria.

(1) The World Federation of Chinese Medicine Societies will organize to promote the
Guideline’s dissemination and implementation within the industry.

(2) Training workshops and continuing education programs will be held to train
professionals in relevant fields, enhancing awareness and application capabilities of the
Guideline and facilitating its widespread promotion and use.

(3) Leveraging academic platforms such as the Respiratory Diseases Committee of the
Chinese Association of Integrative Medicine, the Pulmonary Rehabilitation Committee of the

World Federation of Chinese Medicine Societies, and the Pulmonary Diseases Committee of
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the Chinese Ethnic Medicine Association, the Guideline will be introduced and promoted at
domestic and international academic events to expand the influence.

(4) The Guideline and related academic papers will be published in scholarly journals to
promote dissemination through publications while collecting feedback to further refine the

content.

7. Facilitating and Hindering Factors in Application

None

8. Other Matters to Be Clarified

It is recommended that 3-5 years after the release and implementation of this Guideline,
the content be further supplemented, revised, and updated based on advancements in

syndrome standard research and key technical methods.
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