5532 45 8 ) FEXRAFFERE Vol. 32,No. 8
202644 H Chinese Journal of Experimental Traditional Medical Formulae Apr. ,2026

- MR E A R T -

[(RER] AB20195 1281 8 F#hGOPEAR ARS8 25 (2019557 0) ) #4218 “ B R 2 5 25 4 £ 36
B B ERATERR R ARG A ARG ER AT RN GRA) GG 6 R T RA R RR R N6,
EEAE S BAEGRANEHERED, PTETREL BHERZ—HAE LI REED KA EZTANB SR, LismiMmE
B IR RB RS EREERRIEHRET R AT ANETENE, S A B, PHAHER L AREE, P
RAHHERFZIN ALK AFTEPEHFRFTEGERAMBMEFHREEAALREE AT R ETRANGHLERE
FARAR, EE(PREAREFEFTESEZNADERR ST EEAE[B RH N FH(2021)65F )2 &R B R AR & Fo 50| 5 22
H[EARA B8 T DFREENENE A RE PR P EHFAFLBEATETA G LR, RARBRARE L FHRTLES
RAB R R, 2L ORI ORI HEREHELE 2R AR ERIEDEMSERE S EM TRk ke ks
A IR A S ZAERE N FFF S A TR T A ML (WHO)R & #9323 3] 3+ % (Evidence to Decision, EtD)4E 22 ,
R AR AR B, IR R 3R B) 5K e KA HLIEAL S AL ROR T A (FE E YR R E LA )R AT 3 4 A% )% F 45 )
CRARG),Fma) B T PR TR A A0 R A AR B R IR 356 (PR BB E RIS AMEA LN, e P R
A A TR AR R ARG T ERA TH R LT A THEAAAT RARFAA”) 25 &% 2 = ol BT AFFR AT
KEBGR ATLBAFFRTRAGDERERETD (BT NAM P HHHERKRZRERBH)NET MGG T, RIATET S
B ERGRBEER, S5(HHERRZTEENL)EOFH ARG RAE TSR IE T, =5 2 A4 (R T R IR %Y
R A5 d )P 2 E S s R R 25 4 E R a8 YRR P R 2h I R R 25 E R AR d (B AA 25 P R B 6 R L 2 R A )
BT ARRAMNB R RGELTFEERT ZEATRGEHNOF L LERY ELABPEHFRAYRAN, F bk —%0,
PRESK RAT B R ZRAGAREL AFESERETAMSE A H ELERE A

EtD AE 28 B i g 132 S AE bl 2 24 W) 5B i 45 mig ) 2 il b G 1

kEi', BEAE, Raoa', AR, EZ#HH, A, AReerll
XA, EARE', LA, #EST, THESV
(1. PEPEHSE PEGRLMBEFFLN, b7 100700; 2. LAFTES KT WEER, Fd 250014)

[FEE] iz 5 78 LA 2 24 7% i 48 7 ) 4 il 3o 2 A 491, figt 152 F 4 2 D S (BAD) HE 22, 3 07 L 78 v B 24 45 7 F ol o
B4 07 FHEE ., A I 25 2848 B LTS AL SR AL 5 vk 5 2% . ST T BaD HE AL 1 0080 PF A0 S 0 TR B 3 7 8 I A0 A% 0 = B B
g A b 2 25 A ) RO G DAY S PR B 3 B [ R AR B E 90 A A R v 0 G S e SR YT R SN IR SR 48 SNk
A5 TREIF T 5 2 A0 G A 77 T WL, 65 T WS A S ) R B W T T v B 24 2 0 A R TR S S R TR R IR AR A A R e 4
PREEAZ O B bR, SEA RIS 9 B4 G BOR SO SCERIFIT % A S 2 TR IR U8 5 58 i UE 4 6, BI04 1 2 T o B 4 1
FAUEE 5 L KA R BER N LI, 27 12 AR 2 0 5 [WAT PP 6 56 BUHG ra R o R 5 R W] ExD HE SR W] g v 1% 24 26 48 ma B 1 o aiE
it 2] e o AL 45 AL 0 T L AT AR T8 R W 9 3B B 1 S R RO P BE 2 2R R IR 25 ED AESL, LSBT A E 2
LERERINTE TR\ S uN

[RE] IEHRBIRR(ED)MEL ; 2GWETH; 188 ; 1Ed; K

[FES2ES] R242;R856.2;R2-03 [ X Ef#RIREB] A [ZEHS] 1005-9903(2026)08-0220-09

[doi] 10.13422/j.cnki.syfjx.20260894

[ M2 H AR ] https://link.cnkinet/urlid/11.3495.R.20260213.0945.002

(M4 HMBE] 2026-02-13 11:33:09

[Kk#mAH] 2025-12-01

[(BEE€THE] EBEE AP LT E BB 3 (2022YFC3502004 ) ;2024 4F J o [ v 156 B} 22 g ob 25 W BL 2 R 5 0 | <oy
2 Ay FH 2 ARG 00 5 A 0 ik 9 (e A i ME R E B T S A RLIF I 45 2% 2 T00) (ZYIGK X 202407 ) ; [ K 24 & Wi B
A IR R P 2411 R 24 AU I Ak D vk 5 RS 7 8 H (RS2024Z008) 5 [ 58 11 SR BL 4 Ak 4 T 151 H (81973982)

[E—1EH] Tk, 7eie it I 24 7 SO AL A 25 90 2 T 5%, E-mail: 919783354@qq. com

[BEES] " TO, Wb W56, B2 O, A5 rb 2577 JORS M ML K 24 42 i F 5%, E-mail : wixing@126. com;
NS AR SO, R RS, B A 0, Kb 25 BT RS A 5T, E-mail : ktzu2018@163. com

- 220 -



532 %5 8 Wi HEXBAFZRS Vol. 32,No. 8
20264F 4 H Chinese Journal of Experimental Traditional Medical Formulae Apr. ,2026

Interpretation of Evidence-to-decision Framework and Its Application in

Pharmacovigilance Guidelines of Chinese Patent Medicines

ZHANG Hongyan', CUI Xin', LI Yuanyuan', WANG Zhifei', WANG Mengmeng', YANG Shuo',
ZHAO Xiaoxiao'?, LIU Fumei', WANG Yaxin', MA Rui', XIE Yanming'", WANG Lianxin"
(1. Institute of Basic Clinical Medicine, China Academy of Chinese Medical Sciences,

Beijing 100700, China;

2. Affiliated Hospital of Shandong University of Traditional Chinese Medicine, Jinan 250014, China)

[ Abstract]
(TCM) guideline development using the example of the Pharmacovigilance Guideline of Chinese Patent Medicine, thereby providing

To interpret the evidence-to-decision ( EtD) framework and to illustrate its application in traditional Chinese medicine

methodological references for TCM guideline standardization. Based on the core three stages of the EtD framework (formulating the
question, making an assessment of the evidence, and drawing conclusions) , critical decision points and evaluation evidence within the
evidence-translation process were systematically addressed, aligning with the purpose, scope, and key questions of the guideline.
Qualitative research methods, such as the nominal group technique, were employed to formulate recommendations. The analysis was
conducted based on the EtD framework. During question formulation, the specific characteristics and practical needs of
pharmacovigilance for Chinese patent medicines were clarified, focusing on the core objective of safety assurance throughout the product
lifecycle. In the evidence assessment, multi-source evidence was integrated, including policy documents, literature research, and expert
consensus, completing the evidence evaluation. Finally, in recommendation-forming, dispersed research evidence and expert experience
were synthesized into consensus, culminating in the guideline's completion through solicitation of opinions and peer review. The EtD
framework provides a structured tool for evidence-to-decision translation in TCM guideline development, effectively enhancing the
transparency and scientific rigor of the process. Therefore, it is recommended that TCM guideline development adopt the EtD framework

to improve the evidence-to-decision process with TCM characteristics.
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