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Abstract; Objective

icotinib in the treatment of patients with recurrent mediastinal squamous

To observe the clinical efficacy and safety of
cell carcinoma. Methods Patients with recurrent mediastinal squamous
cell carcinoma were randomly divided into control group and treatment
group using a random number table. Control group received docetaxel
injection 75 mg + m~*, intravenous infusion, once every 3 weeks for 4

cycles; treatment group received icotinib 150 mg, orally, 3 times daily
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for 12 consecutive weeks. The clinical efficacy, disease control rate, progression — free survival, quality of life scores,
physiological laboratory indicators and the incidence of adverse drug reactions were compared between the two groups.
Results A total of 105 patients were enrolled, 3 cases were excluded during the trial, leaving 52 participants in
treatment group and 50 in control group. After treatment, the objective response rates (ORR) for treatment group and
control group were 42.31% (22 cases /52 cases) and 32.00% (16 cases /50 cases); the disease control rates
(DCR) were 76.92% (40 cases/52 cases) and 60. 00% (30 cases/50 cases) ; the median progression — free survival
(PFS) were 5. 60 and 4. 20 months; the median overall survival (OS) were 16. 90 and 10. 50 months; the overall health
status were (72.61 £13.96) and (63.62 £16.94 ) points, respectively; the functional scale scores were
(80.19 £15.73) and (68.39 +14.55) points, respectively; the symptom scale scores were (31.41 £12.61) and
(41.81 £10.57) points, respectively; white blood cell count (WBC) were (2.31 +1.50) and (4.45 £1.00) x 10’
cell - L™"; neutrophil count (NEU) were (3.70 +1.38)and(1.96 £0.95) x10° cell - L™"; hemoglobin( Hb) were
(119.39 + 17.40) and (109.98 £14.04) g - L7'; platelet count ( PLT) were (217.68 = 50.33) and
(164.93 +£56.01) x 10° cell -+ L™'. Compared with control group, the above indexes in treatment group all had
significant differences(all P <0.05). The main adverse drug reactions in treatment group were rash, diarrhea and
elevated transaminase; in control group were bone marrow suppression, alopecia, nausea and vomiting . There was no
significant difference in the total incidence of adverse drug reactions between the two groups (82.69% wvs. 90.00% ,
P >0.05). However, the incidence of grade 3 —4 adverse drug reactions in treatment group was significantly lower

than that in control group (11.54% wvs. 30.00% , P <0.05). Conclusion

docetaxel injection in treating recurrent mediastinal squamous cell carcinoma, with less hematological toxicity, lower

Icotinib tablet is more effective than

incidence of severe adverse reactions, and better safety profile.
Key words icotinib tablet; docetaxel injection; recurrent mediastinal squamous cell carcinoma; clinical efficacy;

adverse reactions
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Table 1

Comparison of general baseline indicators between the

two groups of patients

Item Control (n =50) Treatment(n =52)
Gender(n,% )

Male 31 (62.00% ) 33 (63.46% )

Female 19 (38.00% ) 19 (36.54% )
Age (year, x s) 57.44 £8.77  59.74 +8.34
ECOG score(n,% )

0 points 9 (18.00% ) 11 (21.15%)

1 point 32 (64.00% ) 31 (59.62% )

2 points 9 (18.00% ) 10 (19.23%)

Type of primary tumor(n,% )
Esophageal squamous cell carcinoma 22 (44.00% ) 26 (50.00% )
Squamous cell carcinoma of lung 21 (42.00% ) 17 (32.69% )
Other 7 (14.00%) 9 (17.31%)
Previous treatments(n,% )
14 (28.00% ) 15 (28.80% )
14 (28.00% ) 13 (25.00% )
22 (44.00% ) 24 (46.20% )

Surgery
Radiation therapy

Surgery plus radiotherapy

Control group: Docetaxel 75 mg + m~%, intravenous drip, once every
3 weeks, a total of 4 courses; Treatment group: Icotinib 150 mg, orally,

3 times a day for 12 weeks.

Table 2 Comparison of life scores between the two groups(score, x +s)

General health status

Functional scale

Symptom scale

Group

Before treatment After treatment

Before treatment

After treatment Before treatment After treatment

Control (n=50)

Treatment (n =52)

60.46 =11.51
59.93 +11.48

63.62 +16.94 "
72.61 £13.96 **

65.80 +15. 12
63.57 +13. 65

68.39 +14.55*
80.19 +15.73 **

45.01 £13.27
40.03 +10.98

41.81 £10.57*
31.41 +12.61**

Compared with before treatment in the same group, * P <0. 05 ; Compared with control group at the same group, *P <0. 05.

R3 2HBELEEIEAR LB (v £5)

Table 3 Comparison of laboratory indexes between the two groups (x +s)

WBC( x10° - L°1)

NEU( x10° - L")

Item
Before treatment

After treatment

Before treatment After treatment

Control group (n =50) 6.23 +1.69 4.45+1.00" 4.09 +1. 11 1.96 £0.95*
Treatment (n =52) 6.23 +1.84 2.31+1.50** 3.64 £1.26 3.70 +1.38
Hb(g- L") PLT( x10° - L™1)

ltem
Before treatment

After treatment

Before treatment After treatment

122.50 +16. 00
126. 30 £16.70

Control group (n =50)

Treatment (n =52)

109.98 +14. 04 *
119.39 +17.40 "

228.24 +63. 66
240. 32 +48.36

164.93 +56.01 *
217.68 +50.33 **

Compared with before treatment in the same group, * P <0. 05 ; Compared with control group at the same group, *P <0. 05.
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Table 4 Comparison of clinical efficacy between the two groups

(n,%)

Item Control (n=50) Treatment (n =52)
CR 1(2.00) 3(5.77)

PR 15(30.00) 19(36.54)
SD 14(28.00) 18(34.61)
PD 20(40.00) 12(23.08)
ORR(CR +PR) 16(32.00) 22(42.31) *
DCR(CR +PR +SD) 30(60.00) 40(76.92) *

CR: Complete response; PR: Partial response; SD: Stable disease; PD.
Progressive disease; ORR: Objective response rate; DCR: Disease control

rate ; Compared to control group, * P <0. 05.

B Overall survival
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Comparison of progression — free survival (PFS) and overall survival (OS) between the two groups of patients
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