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Clinical observation of Elemene Injection combined with TAC chemotherapy
regimen in treatment of advanced breast cancer
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National Clinical Research Center for Cancer, Key Laboratory of Cancer Prevention and Therapy, Tianjin's Clinical Research
Center for Cancer, Tianjin Medical University Cancer Institute & Hospital, Tianjin 300060, China

Abstract: Objective To investigate the effect of Elemene Injection combined with TAC chemotherapy regimen (docetaxel,
cyclophosphamide combined with pirarubicin) in treatment of advanced breast cancer. Methods Patients (105 cases) with advanced
breast cancer in Tianjin Medical University Cancer Institute & Hospital from January 2015 to December 2017 were randomly divided
into the control group (49 cases) and the treatment group (56 cases). Patients in the control group were given TAC chemotherapy
regimen: patients were iv administered with Docetaxel Injection, 75 mg/m?, and patients were iv administered with Cyclophosphamide
for injection, 500 mg/m? added into normal saline 20 — 30 mL, and patients were also iv administered with Pirarubicin Hydrochloride
for injection, 60 mg/m? added into 5% glucose solution 10 mL. Patients in the treatment group were iv administered with Elemene
Injection on the basis of the control group, 0.4 — 0.6 g/time, once daily. Each chemotherapy cycle had 21 d, and patients in two groups
were treated for 6 cycles. After treatment, the clinical efficacies were evaluated, and immune function, toxic reaction, quality of life,
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and prognosis in two groups were compared. Results After treatment, the total effective rate of the treatment group (44.64%) was
significantly higher than that of the control group (26.53%) (P < 0.05). After treatment, the scores of physical function (PF), cognitive
function (CF), and total health status (QL) in two groups were higher than those before treatment (P < 0.05). And the scores of PF, CF,
and QL in the treatment group were significantly higher than those in the control group after treatment (P < 0.05). After treatment, the
CD3* and CD4* in the treatment group were higher than before treatment, but the CD8* in the treatment group was lower than before
treatment (P < 0.05). The CD8* in the control group was lower than before treatment (P < 0.05). After treatment, the CD3* and CD4" in
the treatment group were significantly lower than those in the control group (P < 0.05). After treatment, the levels of immunoglobulin G
(1gG) and immunoglobulin M (IgM) in the treatment group were higher than those before treatment (P < 0.05), and the levels of IgG
and IgM in the treatment group were significantly higher than those in the control group (P < 0.05). After treatment, there was no
significant difference in toxicity between two groups. The median progression free survival time (14 months) of the treatment group
was significantly longer than that of the control group (10 months), and the total survival time (22 months) of the treatment group was
significantly longer than that of the control group (17 months), and the difference was statistically significant (P < 0.05). Conclusion
Elemene Injection combined with TAC chemotherapy regimen has clinical curative effect in treatment of advanced breast cancer, can
improve the immune function, quality of life and prognosis of patients.

Key words: Elemene Injection; TAC chemotherapy regimen; Docetaxel Injection; Cyclophosphamide for injection; Pirarubicin
Hydrochloride for injection; breast cancer; immune function; toxic reaction; quality of life; median progression free survival time; total
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Table 1 Comparison on clinical efficacies between two groups

ZH 5 /{1 CR/#1 PR/ SD/4 PD/45 RAREI%
X HE 49 0 13 19 17 26.53
RIT 56 3 22 23 8 44.64"

EXIIRALLE: "P<<0.05
P < 0.05 vs control group

2 4 QLQ-C30 BXRIP/HELE ( x %)
Table 2 Comparison on QLQ- C30 scale scores between two groups ( X %s )

451 n/f MBI ] PF ¥4 RF P43 CF 4

X i 49 YRIT I 51.13+7.90 53.38+6.11 62.20+7.12
BITIE 57.78+8.22" 54.47+5.93 67.72+5.87"

BIT 56 YRIT R 50.54+8.22 54.49+5.93 61.40+6.63
BTG 64.42+7.65"4 55.53+6.20 73.84+6.10%4

451 n/f MBI ] EF $F45 SF ¥4y QL ¥4

X i 49 YRIT i 57.79+6.72 52.21+8.84 51.17+7.22
BTG 59.87 +6.90 54.48+8.84 58.87+8.06"

1BIT 56 YBIT R 58.90+6.90 53.10+9.93 50.17+6.69
aIT NG 60.10+7.35 55.84+6.68 64.48+7.11%4

HRARITHIHE: "P<0.05: HxMAEEIT G 4P<0.05
P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment

®3 AT HOEITEKTEEE (X £s)
Table 3 Comparison on T lymphocyte subsets between two groups ( X s )

4H 51 /43| W ZZ e (1] CD3*/% CD4*/% CD8*/%

X i 49 YRIT i 62.06+7.11 34.10+6.09 30.09+6.00
BT R 63.38+6.88 33.15+5.80 26.03+5.10

BIT 56 VEp R 62.29+6.64 33.73+5.80 31.03+5.59
lEE ] 67.80+7.15"4 37.80+5.92"4 25.68+4.42"

SRHEHBIIATHE: "P<<0.05; SXIEARITEHR: AP<0.05
P < 0.05 vs same group hefore treatment; 4P < 0.05 vs control group after treatment

®4 FARBREALEK ( x+s)
Table 4 Comparison on immunoglobulin between two groups ( X s )

2H 5 n/fl pUE=ding| IgG/(g LY IgM/(g L7

pagil 49 YRITHT 11.90+3.12 1.10+0.32
GBI G 12.15+2.78 1.1940.40

BIT 56 YRIT I 11.78 +£2.90 1.06+0.41
RIT )R 16.60+3.00°4 1.57+0.38"4

HRMRTATHE: "P<0.05; S5XHALGITRILR: 4P<0.05
P < 0.05 vs same group hefore treatment; 4P < 0.05 vs control group after treatment
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Table 5 Comparison on toxic reactions between two groups

2H 51 n/{) RN N - /457) i i 97 1) Qi L I R - ] RERIY%
X HE 49 5 2 3 2 0 24.49

RIT 56 5 1 2 3 0 19.64
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