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Efficacy and safety of Shenqi Fuzheng injection combined with docetaxel
treatment regime in patients with metastatic castration-resistant prostate
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[ Abstract] Objective To explore the efficacy and safety of Shenqi Fuzheng injection
(SFI) combined with docetaxel treatment regime in patients with metastatic castration-resistant
prostate cancer (mCRPC). Methods The present studyretrospectively selected mCRP patients
diagnosed and treated in the department of urology of Weinan Central Hospital from January
2017 to January 2022 from the electronic medical record system. According to the treatment
plan, mCRPC patients were divided into Docetaxel group and Docetaxel+SFI group, receiving

docetaxel+prednisone acetate treatment and docetaxel+prednisone acetate+SFI treatment,
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respectively. The short-term efficacy [objective response rate (ORR) and disease control rate
(DCR)] and long-term efficacy [progression free survival (PFS) and overall survival (OS)] of two
groups of mCRPC patients were eveluated. The occurrence of adverse reactions during treatment
in mCRPC patients was eveluated using were eveluated the common terminology standard for
good events (CTCAE 4.03). Results A total of 305 mCRPC patients were included in this study,
including 159 cases in Docetaxel+SFI group and 146 cases in Docetaxel group. The ORR and
DCR of the Docetaxel+SFI group were significantly higher than those of the Docetaxel group
(P<0.05). The median PFS and median OS of mCRPC patients in the Docetaxel+SFI group were
significantly higher than those in the camrelizumab group (P<0.001). In addition, the incidence
of adverse events such as hair loss, diarrhea, nausea and vomiting, anorexia, peripheral edema,
and neutropenia in mCRPC patients in the Docetaxel+SFI group was significantly lower than
that in the Docetaxel group (P<0.05). Conclusion Shenqi Fuzheng injection combined with

docetaxel has a significant therapeutic effect on mCRP patients, which can improve disease
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control rate, prolong PFS and OS, and reduce the incidence of adverse reactions.
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Table 1. Comparison of general information between the Docetaxel+SFI group and the Docetaxel group

IR Docetaxel+SFIZH ( n=159 ) DocetaxelH (n=146) t/)(z P
HFE (x+s, %) 73.12 +6.92 72.27 £7.19 0.176 0.292
BMI (x+s5, kg-m™) 25.03 £4.14 2491 £4.01 0.789 0.787
ECOG[n (%) ] 1.085 0.581
0 72 (45.28% ) 73 (50.00% )
1 80 (50.31% ) 69 (47.26% )
2 7 (4.4% ) 4 (2.74% )
Gleason?-53n (%) | 0.786 0.675
=8 89 (55.97% ) 83 (56.85% )
<8 64 (40.25% ) 60 (41.1%)
AR 6 (3.77%) 3 (2.05%)
MiEPSA (Xt 5., pg- L) 51.23 +22.57 52.58 +22.14 0.297 0.597
RGO (%) ] 3.233 0.199
B 67 (42.14% ) 51 (34.93% )
ik 33 (20.75% ) 26 (17.81% )

=il 59 (37.11%)

69 (47.26% )
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Table 2. Comparison of short-term efficacy between the Docetaxel+SFI group and the Docetaxel

group [1(%)]

BTRE| Docetaxel+SFIZH ( n=159 ) DocetaxelZH ( n=146) Z P
CR 13 (8.18) 8 (5.48)
PR 35 (22.01) 18 (12.33)
SD 24 (15.09) 13 (8.90)
PD 87 (54.72) 107 (73.29)
ORR 48 (30.19) 26 (17.81) 6.349 0.012
DCR 72 (45.28) 39 (26.71) 11.339 0.001
Strata Docetakel [ Docelakeh-SF1 Strata Docstaxel =+ Docetaxel+SFI
1007w 1.00 <
e, <y
+..** "‘#q'\‘_"h
., o,
i *
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ﬁ il i *,
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# * : ,
® H !
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0.259 S LNy 0.25 Frmmng
P<0.001 *-0 P<0.001 .
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___________ i
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Figure 1. Comparison of the PFS between the
Docetaxel+SFI group and the Docetaxel group
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FI Docetaxel 40 AN K Sz i DA Gradel~2 S 3, H:
i WA R =2 01, 7300k 37.74% Fl
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Figure 2. Comparison of OS between the
Docetaxel+SFI group and the Docetaxel group

34.25%, 1553518 20.13% F132.19%, = Grade
3R RS S5 DL A vk A0 R B R L, 4
A4 30.19% #130.13%. BEAF, Docetaxel+SFI 41
mCRPC EH MM & . GG . B0k | B0
SIS N @ o o vtV A N NS R e o
B Z KT Docetaxel ZH (P < 0.05) , U SFI %
B Docetaxel JiJ7 Al fE— 2 FERE OB A R FF &
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%3 Docetaxel+SFIZEFN1Docetaxel BRAR KM ZEER [n (%) ]
Table 3. Adverse reactions in the Docetaxel+SFI group and Docetaxel group [n(%)]
REER Docetaxel+SFIZ (n=159) Docetaxel2H (n=146) P
B Grade 1~2 Grade3 Grade4 Grade5 B Grade 1~2 Grade3 Grade4 Grade 5

it % 28(17.61) 25(15.72)  3(1.89)  0(0.00)  0(0.00)  40(27.40) 39(26.71)  1(0.68) 0(0.00) 0(0.00) 0.040
Z7 60(37.74) 46(28.93) 14(8.81)  0(0.00) 0(0.00)  67(45.89) 57(39.04) 10(6.85) 0(0.00) 0(0.00) 0.149
s 32(20.13) 29(18.24)  3(1.89)  0(0.00) 0(0.00)  47(32.19) 41(28.08) 6(4.11) 0(0.00) 0(0.00) 0.016
ALK 16(10.06)  16(10.06)  0(0.00)  0(0.00)  0(0.00)  27(18.49) 26(17.81)  1(0.68) 0(0.00) 0(0.00)  0.035
KR 8(5.03)  8(5.03)  0(0.00) 0(0.00) 00.00) 10(6.85) 10(6.85)  0(0.00) 0(0.00) 0(0.00) 0.501
WIHMEZ 74400 5(3.14)  2(1.26)  0(0.00)  0(0.00) 6(4.11)  6(4.11)  0(0.00) 0(0.00) 0(0.00) 0.899
ZA ML 148.81)  8(5.03)  6(3.77) 0(0.00) 0(0.00) 18(12.33) 15(10.27) 3(2.05) 0(0.00) 0(0.00) 0.662
BAHOEE  74.40)  53.14)  2(1.26)  0(0.00)  0(0.00)  19(13.01) 19(13.01) 0(0.00) 0(0.00) 0(0.00) 0.070
FAEMZ 53.14)  3(1.89)  2(1.26)  0(0.00) 0(0.00)  11(7.53) 10(6.85)  1(0.68) 0(0.00) 0(0.00) 0.135
WRGEREG  7(4.40)  53.14)  2(1.26)  0(0.00) 0(0.00)  10(6.85) 10(6.85)  0(0.00) 0(0.00) 0(0.00) 0.352
SNEKME 106.29)  8(5.03)  2(1.26)  0(0.00)  0(0.00)  22(15.07) 22(15.07) 0(0.00) 0(0.00) 0(0.00) 0.012
fE A 8(5.03)  8(5.03)  0(0.00) 0(0.00) 00.00) 17(11.64) 16(10.96) 1(0.68) 0(0.00) 0(0.00) 0.055
WP 138.18)  10(6.29)  3(1.89)  0(0.00) 0(0.00)  16(10.96) 15(10.27) 1(0.68) 0(0.00) 0(0.00) 0.526
‘B 13(8.18)  11(6.92)  2(1.26)  0(0.00) 0(0.00)  16(10.96) 15(10.27) 1(0.68) 0(0.00) 0(0.00) 0.526
AR 13(8.18)  13(8.18)  0(0.00)  0(0.00) 0(0.00)  19(13.01) 18(12.33) 1(0.68) 0(0.00) 0(0.00) 0.231
PRI 51(32.08)  3(1.89)  21(13.21) 27(16.98) 0(0.00)  50(34.25) 6(4.11)  13(8.90) 31(21.23) 0(0.00) <0.001
TR
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