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Abstract

Acupotomy therapy is characterized by personalized and dynamic clinical features, which creates
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methodological differences from the standardized research paradigm of traditional randomized con-
trolled trials (RCTs). Based on the real-world research (RWR) framework, this paper explores the op-
timized pathways for acupotomy clinical research. The study indicates that RWR can systematically
evaluate the efficacy, operational parameters, and health economic benefits of acupotomy by integrat-
ing multi-source clinical data; however, it still faces challenges such as insufficient data standardiza-
tion and difficulties in controlling confounding biases. In response to these issues, this paper proposes
an integrated strategy from three dimensions: research design, data governance, and methodology.
These include adopting mixed research designs, promoting operational quantification and privacy-
preserving computation, and integrating causal inference with multimodal data analysis to enhance
the robustness of evidence. Future efforts should focus on constructing an acupotomy-specific evalu-
ation system and facilitating the complementary integration of real-world evidence (RWE) and RCT
evidence, thereby realizing the paradigm shift of acupotomy clinical research from experience-driven
to data-driven, and providing high-quality evidence for the integrated traditional Chinese and West-
ern medicine management of musculoskeletal diseases.
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1. 531§

IR N b B2 SRR 2 45 G 1=, I AR AE I R SR Hh R L R (7 R5ORI T2 1)
NHRT . Hal i e ERE, SEHRETARIINR A, REUEAH JUGIT 2 MRk 20 230500 R P 2T od e
[1]o #RTH, JREETITELEIRIR SRS 2] T T2 N, HIT RO A 5 miE A i I v 2 Pk . fE4
HIBE LN FE 056 (Randomized Controlled Trial, RCT) BARM A N7 RBOFN BT “ShrdE” , HE ™0
NPRHEFIAR AL A E S 5T TITT R AMEAG IR TT R R AE — € AU ECYE, S EO9F i 48 R AMENE 32 ],
M DL4 [ e et ) 7 L S PRPA B vh 1) S B KR [2]

W75 L S ST 55 (Real-World Study, RWS) % ES, 33X —BIF 58 77 12 P8 BE A% 50 b S Bl PR S i v 1)
SRR Z R, 1B O AN 78 RCT AN A2 1 H 22 TR B S AT 9 3 0 7 3 S R I PR PR 58 e SR s
RS T A VP AN TJT IR IT 2. R KA/ GE, e TGRS et 1 ofr e BB /. i
TR, S ST U R A AU R R 2, (BIEAEE DT I AN TP IR R B, AT
TEB R — . WA TEE . Goil oM i R PR & in) i3] [4].

Rk, A5 R @ i P St S O IR . IR R AR A DI R B 5T B R R EIR, R HAE
B TPTEST RO RSB SR B A TR, R AR S BRI SR B DI R AT
R R SRS, DUBIOA R ISR R Fe 4 i B 9Bk . it st 7k, HEShE V1T IAE HSRim R
R — P NHE K E.

2. ALt FRIRIR

RS MRS AT 20 4D 60 4EAX. 1966 4F, Williamson 54 B IRAE AL SRR A0
Al “real-world” X —ARiE, SRMHTTENAL L T IUSLIABE IR 5 ZFEPE[5]. BLJG, RWS (%R
WIRIZ D e B R UK . 1993 4, Kaplan B X LLR SR RS RWS [)5E CEME, HHER N
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BT BRI IR S . TR A% Geial 00 BRI (R WL SR VR 70 75325, IR 2 S e B2 3k B L5 T P PR 0 SR [6]
XS, prEE RWS IER BN S0 7 u s E B A 7

21 2RIk, RWS 7E FEIBREE 50t 70 ATl Sk PRI A fg .« 2008 47, 55 [ £ i 25 i i B B =) (FDA) JH
Bl W4 25K (Sentinel Initiative), B 7R84 2 T SR M R 2P 2 A IR 2%, bR s LSS
iE#E (Real-World Evidence, RWE) IE R A\ & AR R[7]. Mb)E, BRI, HASHEMAAESE, #HHRE
St R RAEZGYINT R« BEIT BN S 3k AR B i) s v AL R I [8] o I SKIEUR AR B R A Bk
T RS S AL AR AL, A A A R I AT A1) B R 1)

FRE N B S AR AR RIE T E 254Uk, 2010 4, HHIGS 280 (FLet Aurse. BT
TR PPN IR —30h, E o St SR R B 5 N, HRE R S &S0 MRS T
A E R [9] e X —TFAIVERE AR B 2097 SO SR T 7B 98k 2018 4, R-FIEHHEE S
A2 R K R A (P E E St AR AR ) » RAMITE T RWS KIS 475 BT B H R 10]. 2019
FEZE 2021 4FIA], [ KN B BRI AR R AT (LSt FUIEAE SCRE AT R S R R SR 2 R
SO, B S SR AT R 2 A AR VA R ) AR A, FRAESE FRE RWS HEARLTEAL.
LR R B8] -

TEEF TIT I A, RWS (RS R e B As 4. B TIE NP4 SR Tk, FLIRpRsE
B H A BT MR R, 5 RWS SRR “ BRI Mg E . WA E NN SRS
FARBED, RWS NEREN 1T E - . DRI R e SRER G T A A, i g IR i HE 50
EF I e U A 1 S K B /[ 11].

3. At RHAMIEH

RWS & DA R I R SE B 1] 8 5 ), 7EBLSEBR YT 5t NP R MBS e . HAROTE T Rulitt 4
I AR I8 ) SR PR, B 22 ORI, H R T TU  7E S AR e PRI 5 b () S B R S W R A . HLpk
ME, ES Rl “ Aozt A8 (Real-World Data, RWD)” Jy%efdi, LA “H Szttt FAiEds” N HFF,
T N R TR AR B AR R A B 2T FU AR [12] [13].

3.1 A AMRENEZLER

TS SR 5 = KA O B FR A A [14]

()RSt R RIET SRS S seh = AR I FE S A B S M B, R R R R
PRIREHICT . BRI RS M F MR & ISR . EEJIRRITFEH, RWD mlmsl T Eid (i
HEEHRPE L IBITIIR) BFREIRBN A SRSV 25 R AR VTR, 97 ROPIM R (L 2 4E FE IR

(2) FLALHHFUEYE: % RWD BHTRFE 05 G BRAR L, TR0 SRR PR 35 BBUR i 58 BIUEYE
WFR. B, T2 F0s TIREIEMN -G EEE, T HTE J1IE YT SRR I BT RE R, BURI RS
W7 280 (1) D B R A 2 B (et TORA A A 5 5 P I 2 A 2 TR R DR ) o

(3) FLALHHFRTL AL XA RCT (1 “Foisdsl” , ROt F st g “ B T
B R, LR S DA SR 7T . S FH M I AR 38 (Pragmatic Clinical Trial, PCT). 1B & 78 ik
(eSS E ML E)5E . B, B IITR T IEMER B 9 HRE OB 7S, AR FH RTREPEBA BT, AW TR
Bt ASEERAE BB ImmE ], DA B B SR PR S B IR 53 o M [15] [16] .

3.2. AT FARSHNRARATEAR L
FLSLAH FE 705 BEALN IR IR 75 5 938 AN 17] [18]:
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(1) it RCT MRRARAENIRAE S FEA, T RWS RRVFIN S T I B A, DR BRI R 5K
BRI ZFEIE o BT VE R E TR (A “ BT MM R 5 Bt TTRIB 22 RAGR ), 758 RWS
EHEASE MRS

(2) HHE4ErE: RCT REMRLERfar(WER TS IRt ER), RWS nfE&EF FU R KT
FRE DAEZGFERR(UNETT A RIIHUR)E L2 E I8, v T iEm g & .

(3) HMHEYE: RCT 45102 ™ BN NARAER S, 110 RWS 3B KFEA ., 2 OBidl, T AE e J) e
JEEERE . ARG A (A B TBRAA ) A S

33. ASEAMRESNQEHEANE

FUSEHE T TR B TR B FESR 1 = KI5 1R R

(1) &I REH: A I)TIER @ 2 T RO s SRR %8, RWS ALl JE S5 R A (WG YT TS
WUE R RER L BERHARH &), By R 1828 1 i .

(2) ERMNEMYT: FETPLEFIEL, T RWD A F230 MR 197 200 TR 2% D8 3 (2 35 14k i 4
B WNRERT B BRAEEALR), ORGSR BRI

(3) RAELTFAIPAN: Wit TIA)T 5% T ARBZIETT KA - RERE, AHRIERAE B %
e B, BB REBGRIAL .

4. B ARRES TIIERR X A IR
4.1. ASSARTRESH TIGERTR PR ANRE SHEEE

FUSEAM TR FE Ot D PRI FE3R AL 1 S A (B RS, (5L I PR ATS T s 5 92525 5 S B 2 T R XU P i

RWS Ju%t I RBE Fde it T AR 7 A e . B %, Hm R G TEM MA R B8
PEsmiE “ LUR NI~ “Bia A7, 7 RCRAE TR A1 5 L AT L) R 1B (A R P A A i
FEFE) SRR B4 2 PRI R . LS ST Tl W 3 BTV I (A R R e . B P /), T ahas
LR IE SR BT 2T, TRAM RCT ARAEAL 1A 5l PR S B B 19 R o HLvk, S S o
SCRERK AT RS VB S TITIRE R 2 TN 3~5 kT RE), HyT e (R s, i
KIRBEV EAE (0 1 ERR R DIRescEBS), W RGIHEEIIRCR K. sk, RWS @it AR
JA RTHUR R ARG ESE, TR TR AT

PRI, RWS FEEHTTImPRBIE 7T (K 5T 22 SE PRk o, i i vE ShRiE e B e Bt
BAEARE (0 “ B “EBEIAE” ) IhZ EACARAE, T BON R BRI AR AR A A DA A LR LA
FZ KM VAS 1¥7r . JOA BRI ETETRbr, SREZFH IR IEPHN A R (I “BRA LKA “3hds

S BGERE” ). H =, IRARIFRIEHIERL & LRI, BFE RN 25 R 29 EL ity
BYRYT, MRS TJRMER .. K=, REEEIREI T2, HUTRMEMWN. RERATRYE

HFEAL, BN B B S T VA S B i, PR 2 O FERI AR A R S IESE 9 5 o X487
AR I T A R S A TR BN DA SR A .

4.2. S{AA AL SEt R AR ST S TIIE AR W 52 o R A B Bk
BEXE LR A, R BT B ia B R A A AR = U7 A RGO TT R

4.2.1. WREIHAK[19]
(1) AUBEMEREMEILSRAB AT
BNLEF T ERHRBIEM TG (0 R EE IEREFCIMER” ), RN FBR(BRERIES . &9
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WBIT . BEVI ), JERA CRTIENERA] + A RCT” #it. 0, EWEIERNSI iR TR T
0 LRI (n A vs ARATAA ), BEVT R B HSEIRUREIE, REFR I CEEAR &

(2) 7Bt 53 ILE.:

BEXHEF JIERCRE SR, Fepm AL SR 2000 E e, R F 15 974> UT T (Propensity Score
Matching, PSM) P if 41 [ 2L 28 7 S, /b IR ke o

4.2.2. BIRAERIEREH[20]

(1) BAEREIRAELL:

SR CHITERIRAEINE) [21], 4 FWHR PEARAE (U “AAEITBE” VA PT B S H (U “RAMRIR
B “EHTIRENRIE” ), FEIT R AL AT PIAEAR

(2) BATHEESHARBFR:

RABFR A BOR, A ZFIRHER AR T, SCOl2 OB P FUIZR. Bln, 2T Ak
BRI HT AT TG 9T TR A 9 BT RTINS R, SR K A BR A o

4.2.3. FEFUFMSIEREE[22)

(1) RN SE8UREL T

R AE AR T T RAREVESE DU RIEWHR, BRI R X B )R . [F, iEid E
{E 7 BT PP AR B TR 2% PR 3O 4518 T E T30

() BESHERE:

BONEES . ARG ETWLEAEE S BE WSS, WEH TR iaie fii,
TR ) SR R S B rp I BROE S R, B IR AR ICR -

5. ¥ITESCH AARIERA TSI S N X R

LS S FONESRAE A1 ) AUk 0 2 B 5% R, R T AT (73 T i 22 ISPk . B JZ 1
B OBERSAE T4 T EAE S H (I “Fam L VB M E AL SR MR SE L, B2 R Bl 1 B A h 2R
i BEE AROR S . WIRR N, @ ST SRR P OEMT 6 RABSAA T HOR KT K IYIRE
Vi, BWFREEH KRBT ES NIIHN . Y PMENE 2R TATEEE 22 . HllabrifE A — DL FIIR
5 oy oS R A Il ACE ST, T AE R (DR RORIE) SFRE . e R B
FAAIRTIR T, SEELIRAREE K & UL S mACRI, AT R . AL, PHRIERTEY B 5
IRA SRR, 451 2 DR RAFE I B AR DL 58 2Vl BRR TN BV 2%, IBCHR =2 20 W RE S M S o M f i, i N 7
BRI AEAE “JRAT " A B AR .

IEAIX e, R R ISS S HL 23 B B R0 S o A 0 A AT S HE 3D SR R ARE B0 3L e LS T
GEMTRITR, JFRE RSN BHEEEBR A PRI Tt AR I R 2 Skl ST o3k B 5 Hd
SN, AT A RS PSR G SRR, JF S S . BROREET 1A, SRS AR AT 5
e WAZRHAE, S ST T AR FEAL BRI A R T AR B, KTk S HE Lt .
LR Bk A EARIES AR, T REHESN AT TR R SO AERL . VOB EATRR LR, R4 B
FLA 25 3003 S A T R A 36 P e S B U

6. MGEETIL

AL AL ARG H S ST FOAE DI PRATE T B A 5 7 i AR, AR SRR — A
HAATHENE 5T AR LS HE SR 5 D7 L 4R W S R Tl Heah 10 24 B B A he 0,
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NEFTIR — R B T IE SR AL T R Hm RRAE BT a2, A RRah 7 AL G R0 AR AN
AT R T R 2 TR R SO e DAL B A ST I AR IR . AT BT B, SOSettt A pt Fu e
BHUTOUSE E B = 0% REEh S ML R SO KA % ek R Gk, OF A
B TR EFZAR I R o 55 RN, 2 iy IS P A7 o e S A R A AN AR VR 2% f o4 ] PR DL B 2 o
VEAEAE B 22 2 S PR R

EExb BBk, ASCIRMT BT - BEERIREE - JNERT AR R AR, EERT T
ik b, MR ATIE VR M7 & I 45 S IR SUBEN U ORI R S, 7 B TE R Se St P sl 54
AR EHGRRE L, HESHERMEARE MR R RPN IS8R, AEITHEIEIS . SBl%
I TR R, SIANBIRIERE A S S B HR &, BE R FRTHIE R MA@ SRR . X
SE SIS AL A4 () — %0 B bR AR FEIE AR R R, AT REOR B B ) e PR S B T sh & 3 5 AL
I RERIEERER

SR, FCSEA SR FUAE Bt T SUSIRR N B AT 75 2 3 AL BE P AL OCBRT 6 . — A i 5 MR 1
i, BT AR R L G B AR HE R [RI , ANEEEEL ) RS I B AR BE; R R 9 S e R S A
OB, 758 Sl I SR e T R T AL B AT I RS SO T R . T, ARORWT FE MR AR T ar
IR O R TR AR . TR IRV TR, JRGAL T o = 2 RO UM 05 2 BT RO
R

ks BRI N VI SETAT I TEAT B, A — D HR I — N BUR I R 2 . e, AEE
W S G RN BL NMIKE 2 Z 0o FER T, w0 o R ORI 48— I AT HE Tk
PBREAFGHESE . U, #EATHERAE S R b B i MR R IR EARTE BT R B
I TRABRUE LA EEOR AT, NIRRT SRR . B2, AR RIFERE b, BE KR
e SRR AP E Kebn AT 4 B2 M 2 iR, AR R S R, FAR
BAEB) 5 BEA AL BRI IE S (8 & AR, MER T AR e SR it .

B2, HEM SRR B AERURBENLN iR, MRS HAb, LR N TER . SLARFIESS
AR ZR . B TR RSB S BRI AW AE,  FL St S0t oA B HESh B T I R FE BN “ 28
BB A RN WA, AT e BRSO I BRI i R . R ARSI R
BR4E BT %
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