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Abstract

Aim: This systematic review examines the clinical efficacy and safety of Tonifying Kidney and Acti-
vating Blood Therapy for treating diabetes mellitus erectile dysfunction (DMED). Methods: A com-
puter-based search was conducted across both Chinese and international databases, including CNKI,
Wanfang, VIP, SinoMed, PubMed, Cochrane Library, Embase, and Web of Science, to select random-
ized controlled trials (RCTs) that used Tonifying Kidney and Activating Blood Therapy for treating
DMED. The search covered literature from the inception of each database to May 31, 2025. The qual-
ity of the included studies was assessed using the Cochrane Risk of Bias tool, and the meta-analysis
was performed using Stata 12.0 software. When more than 10 studies were included, Egger’s test
was applied to evaluate publication bias. The quality of evidence was graded using the GRADE sys-
tem. Results: A total of 16 studies, encompassing 1539 patients, were included in this analysis. The
meta-analysis demonstrated that, compared with the control group, the experimental group
showed significant superiority in overall clinical efficacy [RR = 1.39, 95%(CI (1.24, 1.56), P < 0.000
01], International Index of Erectile Function-5 (IIEF-5) score [WMD = 4.16, 95%CI (2.17, 6.16), P <
0.0001], fasting blood glucose [WMD = -0.89, 95%CI (-1.35, -0.44), P < 0.0001], testosterone [WMD
= 3.21, 95%CI (1.43, 4.99), P < 0.0001], and estradiol [WMD = -19.34, 95%CI (-30.54, -8.14), P =
0.001], all with statistically significant differences (P < 0.05). Due to the insufficient number of stud-
ies, only one study reported specific data on glycated hemoglobin (HbA1c), and a meta-analysis
could not be performed; instead, a descriptive analysis was conducted. The difference in the inci-
dence of adverse events between the two groups was not statistically significant [RR = 1.00, 95% CI
(0.51, 1.96), P = 0.993]. In the GRADE assessment of evidence quality, the level of evidence for clini-
cal total efficacy was rated as “very low”, while the evidence quality for all other indicators was rated
as “low”. Conclusion: Tonifying Kidney and Activating Blood Therapy may provide clinical benefit
and exhibit an acceptable safety profile in DMED. However, because the included studies are gener-
ally of low methodological quality, display substantial heterogeneity, and show indications of pub-
lication bias suggesting that effects may be overestimated, the overall reliability of these conclu-
sions is limited. Further high-quality studies are warranted to validate these findings.
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1. 518

Hi X9 (diabetes mellitus, DM)j&—28 DLRRSEME: i UK DR AR A 1S AR AR, b VR W OR Kk
T REFFRS (erectile dysfunction, ED). B FT3RMI, BEFKIW 1K) ED 00 = HLARKE PR B e 20 3.5 1%
[1] B BRI Itk e o e FE 5 (diabetes mellitus erectile dysfunction, DMED) /Y ™ 5 g 535 (1) 25 3% o B A0
FREANE, 550 MR S M B IFRIE R VIS, &Il K EA. BT, VIR E RGN 5 A
PR — MR 77) (Phosphodiesterase type 5 inhibitors, PDESi), {HiZJS25¥ml ek SN R R
N, EUGAFAE ™ B LA Y R D REREAG Y DMED R #7 UK AR, DRI FR BR 28 A U YR 7 SR [2]-[4]

DMED fEHEEHERHIHET “HE” “BHZE” ok, PHENRAESEERTEEVIMS, W (&
WERIS) s “BIPS T, &5 E, BREARKR T U, #uZist” [5]. ik, HEAA,
AIECE AP R, — 7 R BUH 2R IRMAR A, H— RS 5 EEE AL AT A, P&
BRI SRR, PR AL M N A, I IE[6]. Bk, "ERIGST DMED B LLANE A4S, 4L
TEIMIEZE . M7, RTANE G MVEIRTT DMED IR 2 8Oy AMER, ST R80PI AR AR —, A
ST 2V Z REVERIRIELE 2 0Pl . ARWTFCEE Meta 70T 5%, RGEVEE 7 HMNEE LRI
DMED 7 2 22 41t , & 7E N FLI PR R A B2 (LI 1 S 4

2. #RERFE
2.1, XHER

A FE R T SOALAS 2R R E A0 (CNKI) . 75 77 (Wanfang) . 435 (VIP) . A [ AR 47 = 2% STk B
(SinoMed). PubMed. Cochrane Library. Embase 1 Web of Science &5 #ME#E 22, ik [ #5 H e e ar
% 20254F5 H 31 H, KTAMNFIEMET 7l DMED 1B L% K38 (randomized controlled trial, RCT). £
RIG S BRHAP OIS hoCk g GdE PR 7 “ e DhRERRRS 7 CAMNENEIM T R “BEALNY
MR 7 &5, SRR 4% “diabetes mellitus” “erectile dysfunction” “Medicine, Chinese Traditional ”

“RCT” 45 . K2 SR FH 22 LR A0 BRI 45 6 00738, 5 DAS 25 SCikia I DLSEAT AR B AL % - L PubMed
B B, FARAS 2R s I 1

(((("Diabetes Melitus"[Mesh]) OR (((diabetes[Title/Abstrad]) OR (diabetes mellitus[Title/Abstract])))) AND (("Erectile

Dysfunction"[Mesh]) OR (((((((((IErectile Dysfunction[Title/Abstract]) OR (Dysfunction. Erectile[Title/Abstrad])) OR
(Impotence[ Title/Abstradt])) OR (Male Impotence| Title/Abstract])) OR (Impotence. Male|[Title/Abstractl])) OR (Male sexual
Impotence| Title/Abstractl])) OR (Impotence. Male sexual| Title/Abstract])) OR (Sexual impotence. Male[ Title/Abstract])) OR
(Ereaile Dysfunction[Title/Abstract])))) AND (("Medicne. chinese Traditional"[Mesh]) OR (((((((((Bu shen Huo
Kue[Tride/Abstractl]) OR (Nourishing kidney[Title/Absract] AND aaivating blood[ Title/Abstract])) OR (Nourishing
kidney([Title/Abstrac] AND removing stasis| Title/Abstract])) OR (Consolidate renal essence| Title/Abstract])) OR (Help build
kidneys|Title/Abstraa])) OR (Help build the kidney[Title/Abstract])) OR (Invigorate the kidney|Title/Abstraa])) OR (kidney
reinforcing[Title/Abstrac])) OR (Tonify the kidney[Title/Abstraa])) OR (Reinforce the kidney[Title/Abstraa])) OR (Chinese
medicine[ Title/Abstract])) OR (Integrated traditional Chinese| Title/Abstract] AND Western Medidine[ Title/Abstract])) OR
(TCM[Title/Abstract])) OR (Chinese herbal medicine[Title/Abstrae])))) AND (randomized controlled trial[Publicaton Type] OR
randomized| Title/Abstract]OR placebo] Title/Abstrac])

Figure 1. PubMed search strategy
1. PubMed ¥ %R 3R B&

DOI: 10.12677/acm.2025.1592688 1815 I A [ 2 3k


https://doi.org/10.12677/acm.2025.1592688
http://creativecommons.org/licenses/by/4.0/

G S|

2.2. PNFRAE

2.2.1. FsRR
AR FENI RCT, W EERER,

2.2.2. WARMER
1) 754 DMED 2 Wil i3, SWitrdES% (BRI & B PEETh RERRAG 2 SR B & K IR [4];
2) WANEW >20 % 3) FLZRHEA P > 0.05),

2.2.3. FHilke

PR A S S8 52 R R T (WM R R  ARTE T R T W R SE) o o R R 2 /B 77 . PDES
BBV R 255 . IR ZLTE T RA YT SO I AL va T Bl b, B ANE IR A AN B VE ILVE A E 5
JERUEFRHE: — & BT AR 25 5 BRI A% O 2L & 2 /b 2 WAL IR AT Tha(n g, 1
uT, MR LT EEEES)LED 2 WEA M ORI DS INES A, . a4k,
AT FRE R, FIERAESS (hZiE) (7] R BTN SCRR L Z07E BRIV 55 102350 40 WG )
HAZCRTENDY “FNEE I s T “HME7 o 2B . CRET . ORI . AR . “aEs”
EACEIYIPRIIPS I N
2.2.4. MEIBFR

FE R AR AE SR EREIR IR ER-5 (IEF-5)VT0 . 2 MEIMLFE(FPG) . Hifk 4
FEAHDbAL). SEFRH(T). M EE(E2) A R

2.3. HERR¥RE

1) HE AR ETCIEIRIEE (300K 2) AR AIIRES R A SCHR s 3) ARG KRB TE (LR L sh s
AR EE); 4) BIRLLIR G FAl i PR ik (U0 BT 2 ) mox BEZLASE o s 24 1K SR 5) A8 S0 e B8 3

2.4, SCHRTHE K SRR

H AT T AR S REAT SR 86 5 B SR, AR LA SO AR O — Bk . %6, M Endnote 20
BAFREAT R EACEE, A MR PSR, 30 RS SCRRAR R 478 B R 4 SO AT & AR PR INBIT L. 4
FEE S R B B, W 88 = A T HEAT Bk . SRHUI B G4 1) BEAER(EE . KERFEM)
2) WA RAFHE: 3) FHU I ST 4) fmfa PG R 2 5) &85 RFRbr 8 .

2.5. CEREVHN

P 78 AL A5 ] Cochrane i (2 JXURS: YA L B 9N 8 1R 7 1025 I b AT VPO, VP Al I £ 2207
T AIERENUP SRR P RCRE . BiESeE . Bn e B0k e DU s e it R . 25 R
LERAFAE B, ADEE R PR AR R, BN AR =T ABOE -

2.6. GItHEE

el o Ml A Stata 12.0 JAREAT . T AR, SR AIARX fE G BE (RR) S 95% 15 [X 8] (CI)EE
7Ny ESRAR B F IR 8025 (WMD) & 95% Cl. HfF 78 8] 55 i Ml ad 12 81 Q /36 1Pl . #5 P> 0.1 H 12
<50%, FERTMERAR, KA 2R J0, NS, i W2 B UM o AR
SRR . MBS 10 TR, SRR SFEIAN Egger A EG VPG K R M. A5, KA GRADE HE
BVl & 25 R B UE R T &
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3. &R
3.1 XEKRER

WIKG AR 712 B0k, &£ IR A, ikt 56 A SE k. i R4S, AN
16 f5[8]-[2314F Gk RCT. SCHERFF L IRAR WIA 2.

S E BB LR S ST (0=712)
CNKI (n=90),Wanl'ang Data (n=443),VIP (n=55) SinoMed

BT B AR RN TR R B (n=1)
(n=97), FubMed (n=5), the Cochrane Library (n=8), EMbase

(n=9), Web of science (n=5)

» FIBRES (0= 202)
Y HER STk (=454
HizmaREdR L)) SRR A I ST AR TR188)

EIPEELR ([=204)
P Metas}Hi(n=21)

A 4 24 B EIL T (0=21)
5] 1828 S 3Lk (n=56) HLHIEF 53 (n=15)

2R (n=3)

HEBRSCER(n=40):
TS FEER(0=28)
AR IERIEL(0=5)
BB A T EER®0=3)
STRER AR n=4)

v

A 4

AN EK(D=16)

Figure 2. Flowchart of literature screening
2. XHkifiErEE

3.2. YINICHEREER
TN 16 TR SCHFFT, ¥ M 1539 4 i (GRIGH 782 41, XFHEZH 757 f)). FHARGHENE 1.
3.3. N kfmaE XU I

fiBh Cochrane HE75 19 XU PPAL 732, XTI 16 WUOCHERZEAT 1 BiEHE, Horb, 6 Ti[8] [12] [13]
[21]-[23]WF Fe R M BEHL A 735, 1 BILAPR A%, #HEy MRS 5 HRBIE ORI Bk T it
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Table 1. Basic information of included studies
1L AR REARER

. FEA & R T T it - ?E%
T C T C T C AR
5‘”@3@15] 90 90 416+25  436+2.9 g;f{;ﬁ m?g?ﬁ;% mf %ﬂf ?oi%%?ﬂk t(.)zs 114 OB®
j"@zuffz[”] 95 95  35~49 35~49 %g\gﬁ; i WRTIE + A 3N OB
5‘”%&58[13] 39 39 24~60 2855 %{g{ﬁé # izm{zf ;05? ﬂﬁﬁ%jﬁ?iig/dmo 3IMH 0@
qd, ivgtt+ H4hHZ 500 pug, qd, im
%Bz‘cc‘)fglg] 40 40 Nﬁﬁféﬁg;fﬁ% WRUTIE + ;g;ij;iﬂ?ﬁ 5mg, 2 DO
w“fj'gzo] 60 60  40~70 40~70 ﬁgg?@% WHUTH: + ZEA 34 %%
FIMA[17] 2021 33 33 Nfgﬁﬁg@m ﬁmmﬁ; ﬁ%ﬁj% "I 08
'—5{/‘%@2[2” 32 31 44.20%14.20 42.25 +13.02 g)gzi;m; T ?fm;.q?iiipi;iﬂl&)#, 5 1 4rH @6
%B«;;;&Z[ZZ] 20 20 30~49 30~46 E?%ﬁ%g;yf HWTT I 14H OO
§%§?2[121 41 41 41.35+529 40.31+6.48 mﬁj@é;ﬁ% ﬁﬂmigf ﬁ%ﬁjw PSR ©0)
i %5&16] 20 20 41004543 4150513 ﬁ%{gﬁ% i Rk n:'g’mtrfs’ﬁjgfﬂi% M3hp 00
F[18] 2009 40 40  26~67 28~65 Xﬁ‘ﬁ‘ﬁéiky% £ WA +ti§iif’ 4M o4l @
ﬁﬂ%ﬁ[g] 30 30 426+133 42.6+133 ?f@/i - g}” HeHTT I 240 ©
ﬁﬂ%ﬁim] a1 a1 9365 9365 Xﬁﬁﬁ%ﬂmﬁ;ﬁﬁﬁ ﬁ%ﬂg?ﬁg*—(‘rffgﬁﬁ%ﬁﬂggg%ﬁ 2 A H DB
Q%?jﬂéﬁéfgj 73 73 51.63+4.15 5187+4.26 W‘%“Jﬁ;;é% ﬁ%mﬁ&m; é;’ﬁé/' iﬁ(}j@%’ 80 345 ®%@
kf5[23] 2025 80 80 42.4+31  424+3.2 * ﬂﬁéﬂi% Gl ﬁﬂ?ﬁghffg%éﬁgjw 2 H @%@
ﬁ’%gg VU ag 24 4652102 aa2:126 ﬁ*{ggié E HHIT K OE)

e TAGRRIRAL, CAURMIRA: qd & H W, bid s HPIK, tid AEEH =K po NI, ivgtt ki,
im ANLAREST . SRfateh: O BAME; @ Mpl N H #8522 & E; © HEsghiErhge
BH-5 WP @ PEMGEA KRR BEA/EE R © AR&.

ATHEE, BEUEHE “ANER” o T SRR WA Ui B 2 HE PRGBS 00, RLAZ XU At AN

7o A 1141 BR WS i, PR AR .

HRWIFTARR NG, BHERN A
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27 o 3TEIT[14] [19] 1A RGBT L, YFE “mR” s HRPTSIEERE SR, YREN IR
7 o T IANSCHRI G5 R AR AR i 7e 20, P08 AR ” o Behh, B Wt FERoR Ul W At B e %, it
WEHEN “ANERE” o fifa M AR AR UL 3. 1 4.

Random sequence generation(selection bias) _

Allocation concealment(selection bias)‘

Blinding of participants and personnel (perfermance bias). |
Blinding ofoutcome assessment (detection bias) . |

Other biasl |
I J ; f i
0% 25% 50% 75% 100%
. Low risk of bias |:| Unclear risk of bias . High risk of bias

Figure 3. Proportional distribution of risk of bias
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# B @ Mow R o7 € w o= = 2
By W OH M oEE S R w3 xomEH
F B OH O B 4 T = OF O O B om B OHE R
g 8 8 8 B 28 8 8B 8 8 8B 8B B 8 B B
= —_ —_ —_ (= [ N —_ N [ 353 [\e] — |51 < b b
(= =} = = = o] 5] [S] (5] U — =] 5] o0 g ~
-~ o CXUN INCCONN IR T e e @ e CXONN ICC N ) ‘ e *9 | Random sequence generation (selection bias)
) ) SN ) o o ) N ) ) o U 2 V| Alocation concealment(selection bias)
) ) ) ) ) ) LN ) ) ) ) D D N *9 | Blinding of participants and personnel (performance bias)
LN {N) V) N %) Y 23 -~ S N N Y 2\ 2N -~

Blinding ofoutcome assessment (detection bias)

Incomplete outcome data (attrition bias)

-~ -~ -~ -~
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Selective reporting (reporting bias)

¢ ® e
¢ @ ®
¢ @ e
AL
¢ @@
¢ @ @
. | @® @
¢ ® 0o
¢ ® @
¢ ® 06 e
¢ ®e

Other bias

Figure 4. Risk of bias summary
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3.4. Meta SHTER

34.1. IEFKRERBYE

15 Tkt FE[8]-[20] [22] [23]#%H T iZd6hn. &0 5T IAIAE R8s R 7 o 14 (P < 0.0001, 12 = 74.1%), K
BEATL R AT 73BT o 45 5 S, BI04 I S A 0% i T % 4 [RR=1.39, 95%Cl (1.24, 1.56), P < 0.0001],
T 5,

UM T BRI, BRI E, SRR B, JORGREA RIFMRECHE. R
o FRAL) T P07 AT 7 WA (FE LR 2), SR BR, WIS AAEA R B2 T 9507 R BRI —
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SE T RS DR, RIRAE R R P2 R IR IR T R ES, ARG T EE T

AL EE R
Study %
ID RR (95% CI) Weight
FIAIHE(2017) —E—i— 1.30(1.10.1.52)  8.44
X SIET (2012) —i—@— 1.56 (126,1.93) 755
W ZLE2008) i » 1.68(1.26,2.24) 6.27
RIKIE (2023) ' < 1.63(1.14,2.34) 513
ki (2013) —5—&— 1.68(1.29,2.18) 6.63
VA (2021) * 1.59(110,2.29) 501
SKAEIR(2012) : * 0.55(1.00,2.39) 4.15
ZTEH(2022) < 1.20 (0.97, 1.49) 7.46
FEET(2020) Q 1.36(1.00,1.84) 597
i (2009) —T— . 1.09(0.91,1.30) 820
IR (2014) » 1.69(1.18,2.41)  5.19
HEEQ2014) —— i 1.03(0.90,1.17) 893
S HIEHT - FARRI2019) '—91— 1.68(1.31,2.14)  6.95
K1&F (2025) —— . 1.13(1.02, 1.26) 928
AT (2006) * 1.65(1.13,2.42)  4.84
Overall (I-squared=74.1%,p=0.000) <> 1.39 (1.24.1.56) 100.00
NOTE: Weiahts are from random effects analysis i

I I

413 1 242
Figure 5. Forest plot of overall clinical efficacy

El 5. 2AMERNARNE

Table 2. Subgroup analysis results of overall clinical efficacy
2. RAMENTESTER

M40 PN 4 St BN AT RR (95%Cl) P
i) 10 [8] [10] [12] [13] [15]-[18] [20] [23] P <0.0001, I12=73.2% KaEHLASAR 1.30 (1.15, 1.47) <0.0001
TR 2 [14] [20] P =0.675, 12=0% SERCM AR 1.60 (1.36, 1.89) <0.0001
{H BT 31[9] [11] [22] P =0.952, 12= 0% ERNAER 1,64 (1.31, 2.05) <0.0001

3.4.2. IIEF-5 ¥E4

10 LA 7t [8] [11] [12] [14] [15] [17] [19] [21]-[23]4k 5 T 148 Aw . W 55 [ A7 1E &1 B 57 Joi £ (P < 0.0001,
12=97.4%), K FHBENLSS A AL AT 2047 o 45 o, B 4L NEF-5 PE43 = T HEZH [WMD = 4.16, 95%Cl
(2.17,6.16), P <0.0001], .5 6.

BURME S TS R, B—RBRSAE, SRR LHEEN, g RAHRIFMEENE. N
BE— BRI R R, AR IR A 75 B A {5 ] PDESI EAT I 44307 (VE L5 3). 45 RS, B4l
HRIG A AESETE NEF-5 P-4 J5 TS0 T X B2, (HEEA (6 FH PDESI 13 28475 3 B At v P e Jo e, 3T
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AES AN BT T B A PDESI AR RURIRI AT AE 2 AT 0% B, 17 RE B0 AS [F) vl i A2 3 30w 1A 2%

JSEAS— SRR R 2

Study %

D WMD (95% CI) Weight
:

X EARE(2017) : 8.10 (7.42,8.78) 10.24

XEIER (2012) + 4.51(3.78,5.24) 10.22

RK1E (2023) + 3.48(2.37,4.59) 10.04

PV (2021) —m—:L 2.43 (0.48,4.38) 9.43

Sk 4E{H(2022) ' 220(-3.10-1.30)  10.14

KEMR(2012) 1—5— 5.56 (4.09,7.03) 9.81

2TEH(2022) —— : 2.99(2.11, 3.87) 10.15

X HAER - FARHI(2019) + 5.13 (3.86,6.40) 9.95

3 1E (2025) E — 6.11 (5.05,7.17) 10.07

2T (2006) :+ 547(422,6.72) 9.96

Overall (I-squared=97.4%,p=0.000) <> 4.16 (2.17,6.16) 100.00
|

NOTE: Weights are from random effects analysis i

! I

-8.78 0 8.78
Figure 6. Forest plot of 1IEF-5 score
6. IEF-5 1T 5y HUZRAKE]

Table 3. Subgroup analysis results of IIEF-5 score
2 3. IEF-5 LA Hrea R

D& PN Sk S AN AR TR WMD (95%Cl) P

¢ PDESI 6[12] [15] [17][19] [21] [23] P <0.0001, 12=98.3% FHLAGR A 3.49 (0.18, 6.81) <0.0001
RIXFH PDESI 48] [11] [14] [22] P =0.424, 12= 0% ] 5B R A 4,92 (4.40, 5.45)  <0.0001

3.4.3. M#EHE#R

1. FBG

3 WU 5E[13] [16] [2014% 35 T i%F8hR. WF 7018 [F) B PE 8 (P = 0.383, 12 = 00%), R HH il g S8 R A A 7
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Figure 10. Forest plot of adverse events
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Figure 11. Funnel plot for publication bias of overall clinical efficacy
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Figure 12. Funnel plot after trim-and-fill for publication bias of overall clinical efficacy
B 12. BYELFRRENTIERE
DOI: 10.12677/acm.2025.1592688 I AR % 25 32k Jee


https://doi.org/10.12677/acm.2025.1592688

G S|

Table 5. GRADE evaluation results of outcome indicators
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