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Abstract: Objective Based on the theory of “Chuzhuo Peiben”, to explore the clinical efficacy of the method of strengthening the
spleen, removing dampness and removing blood stasis combined with a new endocrine drug (abiraterone acetate) plus prednisone in
the treatment of metastatic castration-resistant prostate cancer (nNCRPC). Methods A total of 62 mCRPC patients who met the criteria
for inclusion and exclusion were enrolled. They were randomly divided into 33 cases in the observation group and 29 cases in the
control group. The control group received abiraterone acetate orally, four tablets per time, once a day; Prednisone acetate tablets, 1
tablet per time, 2 times/d; If bone metastases are present, treat with zoledronic acid once every 28 d. The observation group was
combined with “invigorating spleen, invigorating dampness and removing stasis” on the basis of the control group. Both groups were
treated for six cycles, 28 d was a cycle. The main observation indicators included short-term efficacy (objective remission rate, disease
control rate); secondary observation indicators included prostate-specific antigen (PSA), international prostate symptom score (IPSS),
bone pain numeric rating scale (NRS), Chinese medicine clinical symptom score and quality of life (functional assessment of cancer
therapy-prostate, FACT-P) score and adverse reactions. Results The objective remission rate and disease control rate of observation
group were 45.45% and 72.73% respectively, the difference was not statistically significant. The scores of Chinese medicine clinical
symptom in both groups decreased significantly after treatment compared with before treatment (P < 0.05), and the decrease degree in
observation group was more obvious than that in control group (P < 0.05); The IPSS scores in both groups decreased significantly after
treatment compared with before treatment (P < 0.05), and the decrease degree in observation group was more obvious (P < 0.05). After
treatment, the physiological status, emotional status and additional attention scores of patients in the two groups were significantly
decreased (P < 0.05), the scores of social and family status and functional status were significantly increased (P < 0.05), and the
improvement of quality of life in the observation group was more obvious (P < 0.05). In terms of PSA improvement, both groups can
effectively reduce total prostate specific antigen (tPSA) and free prostate specific antigen (fPSA) after treatment (P < 0.05), and the t-
PSA and f-PSA levels in the observation group were decreased more significantly (P < 0.05). After treatment, the NRS score of bone
pain in the two groups decreased significantly compared with that before treatment (P < 0.05), and the NRS score of bone pain in the
observation group decreased more significantly than that in the control group (P < 0.05). There were no serious adverse reactions
leading to drug withdrawal in the two groups, and the adverse reactions were improved after symptomatic treatment. The observation
group showed an advantage in improving fatigue, and the difference was statistically significant (P < 0.05). Conclusion The
combination of “invigorating spleen, invigorating dampness and removing stasis method” combined with abiraterone acetate in the
treatment of mCRPC can reduce PSA level, relieve fatigue symptoms, relieve bone pain and improve the quality of life of patients.
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1.2 HNFOHERRFRAE
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G b A A R R R s R
JE R 5 AN A 1E B [ 25 ) 2
1.3 HEHIEHE

SN g (PEMYE) (2007 4.
Herh R 222 bRiE « MR ERI2YTHRRS) (2008 4D,
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prostate symptom score, IPSS) FLSA R HIHEL
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1/5 BCHE I T BRI MRE . TR R A2 (objective
response rate, ORR) FIPJi 1% (disease control
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Ho/ 15
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20%; o TR E<10%.
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2.1 HEkzs
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ng/mL; X PR L MR bR B (PSA /KFH
(65.3022.61) ng/mL, fPSA /KFN (21.76+7.45)
ng/mL. MELLH AN R B #7550 5l 18 fIAN 15
B, WRELLEREAE R 4 IR0 3 B, N EER RS A 2L
PRZBARIE], Y8 2 0, 2 kR N AR, 3
9 il WEAH R L B NRS VP4 0 43 143,
1~3 % 6 %, 4~6 2 18 fl, 7~9 4> 8 f5l, 10430
il P RELH BB NRS ¥ 090 161, 1~3 4y
116, 4~6 4> 104, 7~9 4> 741, 104> 0 5. #§

H R — RTORER A5, ZRES0H R (P>
0.05), HAW L.
22 IRHATTH

PRI T SE A R AR, WS 450y G 151
15 B, wtEResemel o B, wiEdkRmE 9 ),
ORR N 45.45%, DCR N 72.73%; X B&4LHE > G2
11 B, SRR E e 8 B, IR 10
%1, ORR N 37.93%, DCR N 65.52%. MHERT
GiitrE L. ERNE 1.

®1 EHTHILR

Table 1 Comparison of short-term efficacy

5| nifl TG/ H oy 2 ff /) Tt ke se /Bl it/ ORR/%  DCR/%
X 29 0 11 8 10 37.93 65.52
B 33 0 15 9 9 45.45 72.73

2.3 HEIRKERITFSREEHER

TRIT ATLE A 5 0] B A P BRI R R VP 40 B s
EZREGHFE X (P>0.05); )75 AT E IR
PRAEIRVE /3 16 97 A 450 8 35 PR (P<<0.05), HLA
FH THEEIE (P<0.05). WMEHPERRSE
FEFERTXEL (P<0.05). S5HENFE 2. 3.
2.4 PRIEFREY) PSA 7K

W2 IGITRT tPSA. fPSA /K F L ZRT
GieEE L (P>0.05). 097 G4 tPSA AT fPSA
KPR TR (P<0.05), HMWZH BN R4 T

%2 FEEEPEIRRERTS LE (Xt5)
Table 2 Comparison of Chinese medicine clinical symptom

scores between two groups (X £ S)

R ASRE IR VT 43
ek n/ 1l - }
VAT I WAIT R
it 29 21.55+4.06 12.86+3.712
ik 24 33 22.30+3.43 9.4242.540*

SRMRITRILE: “P<0.05: SHIBARITIFLE: "P<0.05
“P <0.05 vs same group before treatment; *P < 0.05 vs control group

after treatment

*3 MAREDERKEKITS TN RUER LR

Table 3 Efficacy evaluation and improvement rate of Chinese medicine clinical symptom score between two groups

5 n/fl BE G TR Fe e 11 Ak B R/ %
pagit 29 1 8 17 3 31.03
Pz 33 7 18 8 0 75.76"
5xf AR "P<<0.05
*P < 0.05 vs control group
BT (P<<0.05). 45 WE 4. THFRE L (P>0.05); 097 JEPIALEJH NRS P4

2.5 1IPSS it &R

WBITRIM A IPSS PP/ ZE R LG ¥ &
X (P>0.05); J697 Ja W4 PSS VP A R
B, (P<<0.05), HMZLH] PSS P48t R4l T
BErEBE (P<0.05). 6T MEHH 8xm T
MIRH, ZRAFIEE X (P<0.05). 4538
%5, 6.
2.6 &7 NRS TS

P EVRITRTE R NRS 10 L2 R L4

BITHIRI S TR, ZRA R L (P<0.05),
HOWE A9/ NRS P4 B A TR (P<
0.05). ZERWE 7.
27 HFERENEFR

TBIT RIS R A TR . AR 2 B SR BEAR
Bl ORI D REIR LA R N 5G9 43 5 X HEZH.
b Z R TG E L (P>0.05). JEIT 5 M4 &
F AR HERDL FEINOGEVR B &R
e (P<<0.05), #hax KBEIRML. DIREIRBLIT 7 B
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Fx4 WEBEBITHIE tPSA. fPSA TILIER (X+53)
Table 4 Changes of tPSA and fPSA of patients in two groups before and after treatment (X £ s)

tPSA/(ng-mL™") fPSA/(ng'mL™")
2H 5 n/fl T : PR ;
VRl BT R VARl BT R
Xt 29 65.30£22.61 27.08+16.612 21.76+7.45 11.2445.534
U= 33 70.08 £27.39 14.65+12.832" 21.46+8.76 7.05+6.614"

SR4AITRTE: “P<0.05: SHEBARTELE: "P<0.05

“P <0.05 vs same group before treatment; *P < 0.05 vs control group after treatment

BItE (P<0.05), HWEA 5 WA i ir ok
S HRZH e BE . (P<<0.05), A B BRI~
TEIEERTR. SR IE 8.

x5 FHEBEAITAR IPSS IESTUER (X+5)
Table 5 Changes of IPSS scores of patients in two groups

before and after treatment (X £ S)

- IPSS R4 28 AREM

R BT IR MEHA B SR AN 45.45%, KPR
i e 18.21+3.05 13.48+3.692 RSN KR A 68.97%, EREGITHHE L. &
W 5E 17.48+3.02 9.1844.302° BEFIH]. NEREA LB (alanine transaminase,

SRMHEITRTE: 2P<0.05; SxEAETERE: *P<0.05

“P <0.05 vs same group before treatment; *P < 0.05 vs control group

ALT) RHE . REXAMRAFEE BB (aspartic
transaminase, AST) ¥+ v - &t 4% K% ( gamma-

after treatment

F6 IPSSIERTTHITM REYE

Table 6 IPSS score for curative effect evaluation and effective rate

2H 5 /5 2350461 H BB TR AR Y%

POty 29 14 8 7 75.86

g2 33 28 3 2 93.94*
SR LR "P<<0.05

“P < 0.05 vs control group

x7 WEBLEBRENRS IESFER (X£5)
Table 7 NRS scores of bone pain in two groups ( X £ )

glutamyl transpeptidase, GGT) F#% . BWIE RN
170 = L N (501N = 1 AN T % =< N 1

- NRS P45 BN RAEBUB TSI EE L (P>0.05), WE

BT BT E I 57 [ R AU T X IR 2 (P<<0.05). MR
pagic 4524243 25241534 HIEE AR RIRE, Hr= A R RN
Mg 5.15+2.24 2.27+1.3847 IS — RYIAPIE AN EEAR A BT el , V&A AR

SR4AITRTE: “P<0.05: SHEBARTRLE: "P<0.05

“P <0.05 vs same group before treatment; P < 0.05 vs control group

FIAS KR BT S BUE 2515 0. AL RO A5 100 L
# 9,

after treatment

*8 WUABRERTAREBRREBIFATMLER (X£59)
Table 8 Changes of life quality scores in two groups before and after treatment (X £ s)
R )
4153 n/ i ‘
AR o e K BER DL TR hReRAL (ipIPS%R
e YRITHT 29 13.00+1.28 9.761+1.83 11.07+1.53 1041+2.12 19.76 +1.27
BIT e 29 7.03+1.782 14.41£2.082 6.831£1.772 14.66£1.9524 14.83£1.312
s YRITHT 33 12.36+1.58 9.79+2.26 10.42£1.75 9.6411.88 19.6111.68
T A 33 5.73£1.552 15.06+2.264" 5.58+£2.094"  13.24+2.244" 14.18+1.944"

SRMETRTE: ©P<0.05; SxEAAITEE: *P<0.05

“P <0.05 vs same group before treatment; “P < 0.05 vs control group after treatment
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®9 MATRREEERER

Table 9 Incidence of adverse reactions in two groups

ZNEYSAMA MEEH (n=33) SHEH (n=29) 27 P
B RE A %) 1(3.03) 1 (3.45) 0.009 0.93
ALT S5 Cdi /%) 2 (6.06) 1(3.45) 0.229 0.63
AST /M1 (/%) 2 (6.06) 1(3.45) 0.229 0.63
GGT FH /M1 (/%) 2 (6.06) 1(3.45) 0.229 0.63
B i s S G E/Y%) 1(3.03) 4(13.79) 2412 0.12
Btk s E/%) 1(3.03) 1 (3.45) 0.009 0.93
B Gl He/%) 1(3.03) 6 (20.69) 4.806 0.03
R/ b /%) 1(3.03) 1(3.45) 0.009 0.93
MR s be/%) 2 (6.06) 1 (3.45) 0.229 0.63
e B (o B /%) 1(3.03) 1(3.45) 0.009 0.93
M CHE%) 1(3.03) 1(3.45) 0.009 0.93
L EREEA o /%) 0(0) 1 (3.45) 1.157 0.28
Bt %) 15 (45.45) 20 (68.97) 3.471 0.06
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CHAESEAT LM mCRPC & KL arfF BIE K. 5
P B L s e AE 2 It 7 o 4 RoR HoX mCRPC i
B REN ARG BERRIT A 82 — TR
KA A, RE 8 RO 0 ) 4 € 3R AL
P450 17 [k, W LA R S 4. B B R LTS
i bR A L R 7 1 TR B B R R IR 5 IR
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ECRF SR AT 52 M B 2 el W, 1 ELO AN B AN T
AT, PSA ZKF RIS AR A o2 ] ML,

PRI AT 2 FImIR SRS EE “ M. B,
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RRTTRIEN1, D 5o B USRS
SPIEGUHTR Bl AR BRI, “yh” {8 ST
2, BEAREY 7 ARERRGI B AR
B FOBM S AR RN R,
SR R RSB AT, R4S
DR EE L RMEE, AR IR AT A A
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R A MR I FEVEUR RN, BERESE,
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GRS AR R 5 E LA RIS 2k 5 T A Y
PR R AT, AR, AL,
SOARAEI 2%, FHESSHLARE, S ImusiT, i
FEJRER, EAROAMRENA, FET Bl A i,
HA “AERRFNBALIE 77 KiGIT mCRPC.

AW FC LA BRI A7 7 PR AT (R
W 30g, HIN10g, #MEME10g, EH15g,
FAEAT 15g, FHE 10g) FATIRE IR # -
o T 1 SZBE R B LU AR BRI IR B TR IR - 2 W%
Z . PSA AR SR, MR B 16T A
PERAZ oy ST I (i AR T B S I 3 T
PREEE AL BOR . BB e R ) RO AT LA A
NN, EFENOIEZ KM, REHE, B
IR . I T A R 2 R NG A B R YT
FBG, FowmBERE USSR, HIESEMNES, £
AR B g . 58, BRI, (R IA% Y
ARG, SR —L BN R I h A S
M) B P R PR 200, DTSR 0 1 st Rtk
e F 2 B 2855 A b 2 RS 0 D7 VSRR B LU R
2RISR Z A E 1.

i AR RV R I B B R B LA R I6T 1 R
BGERGEHEA 45.45%, =T XTREZHIT 37.93%; WL
S PIRIE RN 72.73%, T XL 65.52%,
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