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Abstract

Objective: Retrieve the Chinese Clinical Trial Registry (ChiCTR) database and the International
Clinical Trial Registration Platform (ICTRP), and statistically analyze the current status of clinical
trial registration of traditional Chinese medicine in the treatment of diabetic nephropathy, so as to
provide reference for grasping the relevant development situation. Methods: According to the in-
clusion and exclusion criteria, the registered clinical trials of traditional Chinese medicine in the
treatment of diabetic nephropathy from the establishment of the database to December 31, 2023
were retrieved. The experimental data were screened and extracted by two independent research-
ers. Microsoft Excel 2019 was used to input data and organize statistics. Results: Finally, 79 regis-
tered clinical trials of traditional Chinese medicine in the treatment of diabetic nephropathy were in-
cluded, including 67 experimental studies (84.81%) and 12 observational studies (15.19%). The
registered areas involved 17 provincial-level administrative regions, with the largest number of
registrations in Beijing (28 items, 35.44%) and Shanghai (15 items, 18.99%). The source of funds
was mainly local finance (49 items, 62.03%). The intervention measures were mostly basic treat-
ment of Western medicine combined with traditional Chinese medicine (34 items, 40.04%). The
outcome indicators were mainly efficacy indicators, and there were fewer safety indicators and ad-
ditional indicators. Conclusion: At present, the number of clinical trials registration in the treat-
ment of diabetic kidney disease with traditional Chinese medicine is on the rise, but the overall
number is still small. Researchers should pay attention to the optimization of registration details
and research programs to further improve the quality of registration.
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1. 518

R B JIEE %<9 (Diabetic Kidney Disease, DKD) &3k [El % Wk 52 &, I R 1Z Wik Sobs R 3 95 52
BENLIR F 8 AR LU . AR N sRIEE 2. BiEke, HETGIT 7 RN, BESSGEEHANE, B
FHRBHRE SR, SAEGHEMZ. MG T GBS 7 A 0 AR (1] Hh s 22 T Tk
PRI B3 1 B BR YT 9, CAVE R W MUSR B VR TT 7 SR P R 241 T mT B I 50 AR IR AR IR . A
R ISR RS, AR R E N EE[2]. H AT RS0 R B R H &2 E00
AR A MR RGNS = & B E P R AR IR R SR, RN AR FE 1297 7 B
FE, AT PR AR R 2GS R 2 B

o R PR AR A2 T R UE R P AR () TR 3] MR I AR A R I A, IR
JE B AT T 45 R B A5 FE[4] . 1 2007 4FEAH 5 A 40 435 A o s PSR 56y M o B g [ Bl A 4R e v A
PME M — e MUY i, I R B8 v A oA A i o i PR 56 PR A A H I R R By A V7S 2
T A A R LI RIS 45 R ML A EAR 5], R ORI H R 2L . B B
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S

Ve AR E IR RIS & BN, AR B E A e e, W SR ZEAEM, ERRTT g R B
FIEHINE, B RGN, WINRIE[6]. WAL, AR 2 RS AT DASR e L BREE I AT . AR
45 R 26T R PRI B I AR E AR I DL, T SEACRHE AN i i, il — 2B RE AT R e PR 7T
Rt

2. ABFFE

21 XEHE

LL ChiCTR #idf )% (chictr.org.cn) A Frilfi AR RS VE M T & (trialsearch.who.int)y AKE R T & . K&K I A
NEEPEZE 2023 4 12 A 31 H, WU BRI TTHE R B R AR DG IS R M 7T, S DL B PR
OB PRI BRI E IEER " “DKD” 4l “HR IR AR A CEAHE H T TR, O
Y LL “diabetic nephropathy”  “diabetic kidney disease” ke Z i #HTHZ .
2.2. IR

1) WA SlE BRI SRR, ShERAERTE T TRRN FOR I 8T WS
WETER . 2) THEt: P0Gt R S R i, MIRAAR. 3) B AR, 4) 4
JifEbR: AR

2.3. HiRARE

FMHE AR, EEEMBEM O R RGBT 5, AR EEZ PG TR S N R I M
RIS TT .
2.4. BIRRE

2 AWHTCEMSLAAT B PR R, RGN HEARHEHE R AT S An HE AW TE AT I AR 156, IFHEAT
AEXAGXS s B E NN IBT T3 B HEAT BEORHRIG IR SO%xt, R i@ 2] B, S = A
WG INRE . BOEHRICR A Microsoft Excel 2019 A X9 NBF S BEATHR I, T E A B EFE: FEMN S .
TR MR M E - BRI IE AR AR BT ST N AR R RSB RN
PRESAL B JENRTT . QB A T F ORI, BBk, WEFCSRA. mhsustih. whren
By PINBRAES HEERBRAE. T FEAE . A ITEER/4E RTRFRSE .

2.5. BAES T
KPR 9T 9 A AT B, PR B BT ROR I AT
3. BELER

R R PR 2V E R BRI AL 87 Wi, SN NIZIRONHRbRHE A ITE , SIEGIN 79 TR TS, fE
Hh L RS M O E T E A 74 151(93.67%) 7 Bl RIS 1 M7 S v EM B 70 5 101(6.33%) -
T M A 70 151(88.61%), FMEMA 9 Ti(11.39%).

3.1 FEHAERE S

ML\ 87 WGIRTIFT, A5 67 WISL T 77 (84.81%) Al 12 WML ELMERT7T(15.19%), 43 2 BEL
Xt FE R B8 63 101(79.75%) , A BE ML HE AL 995 (51 X6t FEHF 7 A B 70 4% 4 151(5.06%) » [5] B 14 1 72 3 751(3.80%) ,
BEWT BT 9 1 T01(1.27%) . H BTG RBT 5247 CABE AL FRORES g 32, oAt b B AIF 50 4 0 BR w96 o B2 IF b
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Figure 1. The number of registered clinical trials of traditional Chinese medicine in the prevention and treat-
ment of diabetic kidney disease from 2007 to 2023

B 1. 2007~2023 SFhEZART AR R B R IE R EMEE SR ER

3.2. EfTHfanmign

VEME I X B 17 A8 AT X, AR I R A4 AR T O AL 5 (28 T, 35.44%), (15 T, 18.99%),
TLF(8 T, 10.13%), PU)I(4 Ti, 5.06%), | 7=« L4, b, RKE#@ T, 3.80%), L7 Hil~ Z#(2
T, 2.53%), b, A& Wiil. Bevh. . FEs O, 1.27%). LRI RIEMHIG PRET 5T 80 R A
BEIT WU AL 5O EE 25 K2 25 BT T B2 e (8 T, 10.13%), i v 55 24 K 24 Y J& T8 HE B e (6 T, 7.60%),
W E R ERNEGE T 2 BB TS NRERLG T, 6.33%), LAEFER@4 T, 5.06%), FHK
BFPR R RS i 125 24 DR S B Jeg = e (3 L, 3.80%) o

VEHIR PR IR B 2 2% SV 32 BRI BT H - 49 151(62.03%), ERi Bl 14 1i(17.72%). 2547 8 I
(10.13%, & SERILFEZR 1), HEL % 8 1(10.13%, & SERILFE TR 1 1), A PIHHUEH %L
RIF 2 4N(2.53%) .

3.3. HETFmIER

1E 79 Tl AR VE M 78 A, T P it 22 A e B S atva T B A Fh B2 24 (34 T, 40.04%). FR4fi 22 24 1T
(30 i, 37.98%), H4ANNMFFTHTKEL M) H B 25T P iy e W3 1, GFE R H /b il 25 I
(31.65%), HNZLL 5 35 T (44.30%), FHIEISIE 7 71(8.86%).

X HEZH PR 710, 34 T1(43.04%) fF 7018 B 74 B2 ARVR 97 T RAE T IR ZH, 19 101(24.05%) ik ¥ Frafi h
2 B FIVE AT IR ZE, 12 T50(15.19%) 3% 5 78 22 3 IIR 7 7 SRS v 24 22 R A xR 4L .
3.4. BAERZHhHEENR

79 Tl R AT F N ANBF A A T 26,788 9], AR < 100 BRI RIE4 28 T, 100 < FEA
< 200 IRFFCIE 29 T, 200 < #EAR < 500 MORFFT L 14 T, FEACE > 500 FIRFFLIL 8 T, anfk 2

Fran, HorhRE A & B KB 8 R v 4% TSIt IR PR N R R T e A v el e AE AT (U S
ChiCTR2000040999). #£4 31 MG AR AL A0k Ee, F0H0 <5 AMNHAL R IL 18 15i(22.78%), 5<
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HROCE < 10 AN A FIAF T3 9 T01(11.40%), 10 < FRULEL < 20 ANEEAL AR 7T 3L 3 191(3.80%), 0L > 20
AN BT IR AN 1 T0(1.27%) (7 2).

Table 1. Classification of TCM interventions
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Figure 2. The distribution of sample size of registered clinical trials of tradi-
tional Chinese medicine in the prevention and treatment of diabetic kidney
disease from 2007 to 2023
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Table 2. The distribution of multicentre clinical trial
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3.5. & F/IEHRE

TCRVEETR 79 U ST 45 R dads, S5 RN LIRS > 5 IRINFEFRIE 23 4, 3 4 35 O s
Hfehr: B/NBERIEE R 51 K, RAEANBILME. 24 h JRE A ER 48 Ik, MIEHLEF 33 %, RMEAE
FHRIEEE 11 0%, 24 h JREEEAER 10 K, REH6 K, @ MR MFE 39 I, M
F129 K, @ AERIEHE R FERIUEE 29 IR, AVEEAACIES 11K, A mFt 6 ik, Mk 6k, @ 4
h2fabr: BIHER. HW =, S%EREA. KEEHEED 24 K, A0 15 0%, MREE 12K, it
ME COW, MIRIE 7K, BIEE6 K.

3.6. MEHL5%E

YN 67 TUBENLOT R S 5 WA UEARENL 7772, J545 62 Tt T RaML 7%, Hhfa 4 TR
HARBIVIA TV R B 2 BN T AR YO T LB (19 T, 30.16%). fRiHLpf LI (13 1T,
20.64%). 71 )= X AHBENLIE(L0 1T, 15.87%), KAED MRS X HEEHLIE 6 BT, 9.52%). H JefEHl% (4
Til, 6.35%)~ 4 ZRHL2(2 i, 3.16%) (4 3).

Table 3. The distribution of random methods

3. B ESRIER

BB 7% T3 H EL 45
RGN YIRS 19 30.16%
fa] A BE AL 13 20.64%
o7 )2 X AL 10 15.87%
X ZH BEHLE 6 9.52%
RULIA 77 % 5 7.94%
B LS 4 6.35%
RULHE R 4 6.35%
Pal =1 LIRS 2 3.18%
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4.1. PEARERERREREXER

PP S 25 1E OG5 R PR B R R R A SR VR LT L T 24 B ks FLR AR 7 3. R K
SR B B A BR EEBE [ 71T JE 0 — TR AT HEPE . BENL. XHERIGAIRIG, 2NN 65 FIHE FR B s, BNl
BC B ARV B A RIS, ESRAMEE 6 N H, 4R ERE ABRRIWHEFH PR EEK
PR EPEC, eGFR IR RAK T 470 HAH EM 5 : NCT00518362). HHAL R HH IR 25 K AR E I TR B4
75 BN [8] 57 Tt ) — Tl RS, FLGAN 57 IR 0 B s J o, BT 20 TIC 22 e bR 0N 2 B 22 JR 7 4
g5 TR HURE B ORL AT A UACR . ILEF R EIEGEAR 4, 500 T 20t R ZH (5
ChiCTR2100046403).

AL R 2R AR BT TEERE R 5 BB [O]H AR — T 2 oty BEHL. XUE . R RIS
129 5| DKD H#, BEHL A4 IR B4 2RI B, PRI O AR )E DLV AR ARG )T, W 24
A, SRR TR BE4L E AR log-UACR 254k, UACR FREEH N2 /b 3006411 40%[1 & £ eIk
TR VR PR T X R, R IAE L R BRSO DLVb IR 0] DU RO b i R R, AR IR IR
SR, FFE 2 BUBE IR H DKD B AR B E (EM S : ChiCTR2100052764). Pl 2% IR IR ZE IR TT
W DRI B 05T RO R, BRI LR TR VG R A A 2 ZUWE PR B e e 1 B PR B R St A [10]

FHIER IR & T R PR 5o IR OHLES, T2 245 T T000E SR B I PRI 4k AR FHIE R e % O, &
Wt FC AL 22 DA RS R I T T007 v RS IR RIS, N FF A 7 R0 AL B 1) mh 25380 25 0 e
B i g R R 2K A B I PH R P R 45 R Bt L T R I — TUOUE AT BB T (9 I AT 9 45 & Hh 24
SYHIATT, BERIE CKDL 17 a5 [URS 7 BRI A S 4y b3 1] PRI CKD2-3 W11 2 15 V5 Y 7 ik
T2 &4y, P28 5 st iR v b A AT ST E, S5 SRR, 6 B [R5 B 4 b HH 41 I 2 AR
PRI AR A PEIER . MRBEINER C. R f2-ERE A S . B, Mg, J7uUe T8
RSP, a5 By BE A A A R R AR A MULEF I R P, B NERE R B TR, D-—
AR, Y AR E TR, B5R PR SR T A 254, SRAERE SR CKD B IEIK
FER, PEEATEE, SO EIERIER X G ThEE, FRIRE A AR

4.2. EEIEKRARE T SEMATEN

SIZHA BN [S19F 78 R0 B 1 F B s ARHE 78 5365 I AR I8 M A7 ZE RN A% M R AR R,
B AR STAR T, P A4 B A R I AR B E A R AR 15% 78 45 o BIASELE CLE MG R BT 7, AFAE S
EAREM. AuBmmg, UEEPANG T 79 D5 6, 546 5 T 7i(6.33%) R IAHE B LA, 2 T
HIF7(3.16%0) A U W PR 55 B kiR, 5 THUAIE 7 (6.33%) R Bt HIBEHL 7% o H T+ A JF ] 2830 (1 I PR3 WHIF 7k
ZUWEZVAUEE, FEREZTT RN E S AR B . 2005 4, H B E R 2 AR H 2
PR BEATLA RE RS 1) 3 BRI T3 AT Fl R U7, WA BENL VR IEM T . I 1995 4 1 F % 2005 4F 5
HR IR 1452 ANFRFR “ BEAL GRG0 SCE b, SR A IERBENL 7V RCT X 103 4, 5 S 501 7.3%,
FA 3 R SCHRTT & CONSORT 5 britk 2k H 2SI 80%, 6 s fiF & 56%~65%, 51 FifF& 31%~50%,
43 AT & 9%~30%. [Ht, WFAE AR S SR WATHRFR . KEWE I E X EMHEA1E,
SETE . PUTERIRRIRIG T %6, Wi AJF B REHT I RS S IR AT 7T

4.3. HRIGRREIE L FHERAL

Wi AR FE R 5 53 B S2 BHR, SR e I PRI PO e A wT IO BRI SR SR BRI UE SR, A A PR
W TEEE ATHEWIL . FIEREE . SEdE k. IR TR P ER 25 I R WE T BB ) S, e G R B P 5 2R
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BRSNS BEAT RO, k> R R AT o B TR I B T R R BN EE B AT A I AT 5 R R e £
W FEAS R R B Fe I} e 32 565 22 36 O™ B IR I R L SRR 9% [13] . HEAhiTH, 2010 FARRAEVEZHAS
PP NIk 2400 12375, HIHH 85% (%) 2000 1435 C)fAEIR 77 [14]. 2014 4, Lancet K3 | RFIWFIT,
TRV T o] e S AR D 20T U R TR B, 26 R DR 0458 [ L5138 e PR 1) /R 24, IR ST T3y a0 #r
RRBOR il ARHT T A%, AR TR AL, MG R R ZE, RAasiEmaiks, U
A R E R, BRSSO E . 2017 4E Annals of Internal Medicine K &4 10 FEB1TH
CONSORT CHM Formula, PARRNGE o 2 251 R Fe et J7 i $R R R 2 im R ik ge i i B i, 77 AR
e Jo B R I 24 e DRI OO IR RS, Rt mh 2 245 PRI FC R 408 50 Bl B Ak [16] . A m s RAT 58 ik 35 A
PE, HNIEFE S HIA A L HIT SE B (P2 27 IR PRBE AL FEGREG R &5 0 2017) ok, mIbat7iss
2%,

4.4, RUPEHFEITHOIENER

e PRATE 7255 B 097 RO 45 SR Fabn B FE 4 i bn . AR AR . IR SIRIE. EAEE . 2 tEiRm
SE[A7], A BRI AT T DX T P LR M PRI 7 7 8 s 3 2 >R FDIER 5 AR AR IR 3 007 Rvr i, o5t
240 T = 2 BEATLGS HR B8 EEUEARVF 73 O VRO 20 M T ST R I sk = 48— Sl FH PP b, A2 [ A
B2 I AT 4 82 P 1o AN ke, B A [ AR 2R SRR A TR BEAS vt ks i [18], BRItk i 22 24 e PR AT
T RPEU TR R 5O 3 DLIACER A S0 G B S AR AR E NS5 [19]. FEBE N 79 TiH 7T b F 2R
IfRFn 2 U B2 Wit bn, 51 WURM B /hERiEd %, JRAEANEIHAE. 24 h JREFAEED AW 48
TSR, A 29 BERH AP ERIEfRRERE, 11 DERH AT BRI R

T EEI2YT BRI RAHE . ShA R, R4E P EIE RIS A AR TG, & H AT BcE 52
ERVE P EARIR . RIS WT, s> B 2GR AEL 2 Wb viE B DA A T B, R TR IE B 2 3R ™ A%
b E. ST RO, A HE TR 25 R FEAN R AE AT [ E 1 TR0 3, SRSk BTRGE THHIER
IRRIPLH, M TTARAE AR 2 I AR T 222010 FPEE 251 R W TE W R R PP TR, W WA T ERIE R I &
Ry FEABFER. EAREER. BERGLERER, WELRPIRMHKCER, Rl EERIEFE
RIS GETE R RPN R S5 PPHIbRIE . IR SS & AN 3 B2

2023 4 (HEGEMEEL [THUE) ISR, 2455 2] I 3 e PR 24 S ) S R AR
S ST DR 24 B R RO AR 4R b A A 2 et I 24 1 PR WE 7 R B A BB ) EE 34T . [ N IE T35 [22]
REVEHSR M AT & P E AR ORISR &7 RO BB X715, MR« O-S-W-1-D” R “ 9 - iE - N7
=HEfRb R R, T EFIIEAL e TEIMER SRRV ik, DR E T U S LA, £
I ) — T RS A A LE R, “T7 5 - WA BRI BT AE . SR T sGE R, TR %
M i AL h R BAMIE S T2 A REAT . L8 MG AT A E R .

gi bRk, H AT 2R RE RO R I AR I O B BT, ERARBE TR . BT
I RATE FLE A BIRE A% ah R abas b s 7 Ao . KB U7 8> . Bi 3t = & e, B
PUBESAT AR BFFCRRR R RA R G T g 2t — 4R Tt o o BE 2 A 0 s s B ) R O T i
S BRI R EE AL AR AT 72 % SRR SG th 25 OR AL, Mgk ARE G PR 25 B N BLIS . 400,
UERF H SR NIRRT SE RS i T RGP A R 24 T S50RE RO BRI FURIE T S RIS k0 0 o
I ARAR I I RVE P, AR RIE RS, ATHER SRS %, e EEEARE, EaNit
(A & (e S VY 4RI L LR = R O e o

B O
IRHEEOCE IS B T T S5 B, B g SR P B 5t i 15 R
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