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Abstract; Objective
programmed death —1 (PD —1) inhibitor targeted therapy combined with

To investigate the efficacy and safety of

the oxaliplatin + 5 — fluorouracil + calcium leucovorin ( mFOLFOXG6 )

chemotherapy regimen in the preoperative neoadjuvant treatment of locally
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Methods

were divided into control group and treatment group according to the treatment method. Patients in the control group

advanced middle — low rectal cancer. Elderly patients with locally advanced middle — low rectal cancer
received the conventional mFOLFOX6 chemotherapy regimen, with one cycle every 2 weeks for a total of 4 cycles.
Patients in the treatment group received the conventional neoadjuvant chemotherapy with the mFOLFOX6 regimen
combined with the PD — 1 inhibitor camrelizumab injection (200 mg intravenously infused on day 1 of each cycle),
with one cycle every 2 weeks for a total of 4 cycles. The surgical intervention was undertaken 4 — 6 weeks following
completion of the chemotherapy regimen. The short — term efficacy evaluation of solid tumors, malignant tumor
markers, anorectal dynamics and surgical efficiency were compared between the two groups and the safety was
evaluction. Results A total of 97 patients were recruited, with 54 assigned to the control group and 43 in the
treatment group. After treatment, the objective response rates (ORR) were 25.93% (14 cases/54 cases) in the
control group and 48.84% (21 cases/43 cases) in the treatment group; the disease control rates ( DCR) were
57.41% (31 cases/54 cases) in the control group and 76.74% (33 cases/43 cases) in the treatment group, with
statistically significant differences (P <0.05). After treatment, the carcinoembryonic antigcen ( CEA) levels in the
control group and treatment group were (3.27 +0.48) and (2.75 +0.43) pg + L™, respectively; the carbohydrate
antigen 199 (CA199) levels were (22.19 £3.17) and (19.80 £2.94) KU + L ™", respectively. The above indicators
demonstrated statistically significant differences between the treatment and control groups (all P < 0.001). After
treatment, the rectal resting pressure (RRP) levels in the control group and treatment group were (11.36 +1.75) and
(13.95 £2.03) mmHg, respectively; the maximal tolerable rectalvolume (MTV) levels were (142.97 £18.39) and
(135.43 £15.96) mL, respectively; the rectal compliance (RC) levels were (3.13 £0.58) and (2.75 +0.39)
mL - mmHg ™', respectively. The above indicators demonstrated statistically significant differences between the
treatment and control groups (all P <0.05). The incidence of postoperative complications was 20.37% (11 cases/
54 cases) in the control group and 18. 60% (8 cases/43 cases) in the treatment group, with no statistically significant
difference (P >0.05).

mFOLFOX6 chemotherapy regimen can significantly improve the short — term efficacy of solid tumors, reduce tumor

Conclusion  Preoperative targeted therapy with a PD — 1 inhibitor combined with the
marker levels, optimize anorectal dynamics and quality of life in patients with locally advanced middle — low rectal
cancer, with mild immunosuppression and good safety.

Key words: programmed death — 1 inhibitor; oxaliplatin injection; locally advanced middle — low rectal cancer;

neoadjuvant treatment ;short — term efficacy
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Table 1 Comparison of general clinical data between two groups

Ttem Control (n =54 ) Treatment (n =43)
Sex (n, %)
Male 34(62.96) 30(69.77)
Female 20(37.04) 13(30.23)

Age(years, x £5) 67.13 £5.05 66.74 £4.71

Body mass index(kg - m ™%, % =) 23.67 +3.18 24.32 +3.56
HR(beat - min~', x £5) 73.15+6.97 73.58 £6.42
SBP(mmHg, x +s) 125.79 £10.31124.43 +11.05
DBP(mmHg, x £5) 78.22£7.15 77.75 £6.98
Family history of tumor (n, % ) 12(22.22) 15(34.88)
Smoking history (n, %) 17(31.48) 10(23.26)
Tumor diameter<3 cm (n, % ) 31(57.41)  26(60.47)
Distance from tumor to anus<<5 cm (n, %) 23(42.59) 25(58.14)
Degree of differentiation (n, % )

Poor differentiation 13(24.07) 15(34.88)

Moderate differentiation 32(59.26) 22(51.16)

Well differentiation 9(16.67) 6(13.95)
Histological type (n, %)

Adenocarcinoma 32(59.26) 25(58.14)

Mucinous cell carcinoma 15(27.78) 10(23.26)

Signet ring cell carcinoma 7(12.96) 8(18.60)
Clinical stage (n, %)

I 25(46.30) 23(53.49)

VI 29(53.70) 20(46.51)

HR : Heart rate ; SBP ; Systolic blood pressure ; DBP; Diastolic blood pressure;
Control group: Oxaliplatin, calcium folinate and fluorouracil; Treatment

group ; Oxaliplatin, calcium folinate, fluorouracil and camrelizumab.
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Table 2 Comparison of immune function after treatment between two groups(x +s)

Control(n =54)

Treatment(n =43)

ftem Before treatment After treatment Before treatment After treatment

NK(%) 18512239 19.58 +2.57* 17.86 +2. 14 21.72£2.83* % *#
CD, * (%) 48,74 +4. 59 33.80 +3. 77" 47.89 +4.25 35.57 +3.26* **
Th17/Treg 1.62£0.28 1.35£0.17* 108+0.24 L0137
CD, */CDg* 1.50 +0.23 0.97 +0. 16 1.58 +0.25 0.72+0.14" " "*

NK; Natural killer; Th17/Treg: T helper lymphocytel7/regulatory T cells; Compared with control group at the same time,

Compared with before treatment in same group,*P <0. 05.

K3 2HBEMREEWART ML (2 x5)

Table 3 Comparison of tumor markers between two groups(x +s)

**P<0.01,""" P <0.001;

Control (n =54)

Treatment(n =43)

frem Before treatment After treatment Before treatment After treatment

CEA(pg-L7") 6.52 +1.04 3.27 £0. 487 6.39 £1.15 2.75+0.43 % **
CAI99(KU - L") 51.84 +6.35 22.19 £3.17% 52.66 +6.57 19.80 £2.94 " * *#
CA724(KU - L") 45.71 £6.96 21.63 3. 82* 47.04 +7.63 18.35 £3,27* = *#
Tu M2 -PK(KU - L") 20.92 £3.58 13.43 £1.94% 20.36 £3.39 11.28 £1.61* **#

CEA ; Carcinoembryonic antigen; CA ; Carbohydrate antigen; Tu M2 — PK: Tumor — type M2 — pyruvate kinase; Compared with control group at the same

time, * * * P <0. 001 ; Compared with before treatment in the same group,*P <0. 05.



330

v [ IS

A2 M3 2026 4F2 3 (AR 449 1)

XFRALL(P <0.001) ,MTV F1 RC 7K {5 B8
(P <0.05,P<0.001), W34,
5 2HABEEFEREMLE

TRITRT,2 AR TE PR RS FER T2 b2
T2 E X (P>0.05), AIT)E, Zéﬂi{ﬁﬁ%iﬁr
S EBORIT R TR (¥ P <0.05) , Jf Hil g2 i
Fim TRIRA (P <0.01,P <0.001) , WS,
6 2 HHBE AR AT SO M B b A

16975 14 ORR #1 DCR ¥ @ % 5 T X 4]
(#P <0.05) , WE 6.
7 REMTEM

TR A AE A [ 2 0 ETS CEO K B
) CELHE L/ L ZT 40 B 140 ) 1T & AR R
ALFXTHRYL(P <0.05,P <0.01,P <0.001) , 7EAF .
B UIRe (R 2 IR 2028 UURE) B 3% 7 i fESe i b

RO 2 E LA R RO I LB (0, %)

Table 6 Comparison of solid tumor efficacy evaluation (n,% )

Ttem Control (n =54) Treatment(n =43)
CR 1(1.85) 3(6.98)

PR 13(24.07) 18(41.86)

SD 17(31.48) 12(27.91)

PD 23(42.59) 10(23.26)
ORR 14(25.93) 21(48.84) "
DCR 31(57.41) 33(76.74) "

CR:Complete response; PR Partial response; SD: Stable disease; PD: Pro-
gressive disease ; ORR ; Objective response rate; DCR; Disease control rate;

Compared with control group, * P <0. 05.
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Table 7 Comparison of treatment — related adverse drug reactions

between two groups (n, % )

Grade 1 —3 adverse reactions Control(n =54) Treatment(n =43)

White blood cells 29(53.70) 9(20.93) **
Red blood cells 24 (44. 44) 7(16.28) " *
Platelets 17(31.48) 5(11.63)
Nausea and vomiting 48(88.89) 23(52.27)***
Diarrhea 30(55.56) 8(18.60) * * *
Peripheral nerve injury 39(72.22) 13(30.23) " "
Creatinine 5(9.26) 3(6.98)
Elevated transaminases 19(35.19) 11(25.58)
Elevated bilirubin 13(24.07) 7(16.28)

Compared with control group, * P <0.05, " *P<0.01,"** P <0.00l.
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Table 4 Comparison of anorectal manometric indicators between two groups(x +s)

Control (n =54)

Treatment(n =43)

frem Before treatment After treatment Before treatment After treatment
RRP( mmHg) 6.04 +0.97 11.36 +1.75* 6.12+1.18 13.95 2,03 * *#
MTV(mL) 197. 82 +26. 14 142.97 +18. 39* 194. 68 +25.73 135.43 +15.96 **
RC(mL - mmHg ") 6.08 £ 1.06 3.13 £0. 58" 5.91+0.85 2.75+0.39* " **

RRP: Rectal resting pressure; MTV ; Maximal tolerable rectalvolume; RC: Rectal compliance; Compared with control group at the same time,

*** P <0.001 ; Compared with before treatment in same group,*P <0. 05.

RS 2HUBHEREN TR (I, 2 +5)

Table 5 Comparison of quality of life between two groups(score,x +s)

*P<0.05,

Control (n =54)

Treatment(n =43)

Item
Before treatment

After treatment

Before treatment After treatment

Psychological domain 62.37 £6.92 71.19 7. 94% 60. 86 +7.46 78.26 £8.63* * **
Physical domain 61.06 £7.37 73.48 £8.25% 62.58 +7.51 79.81 £8.53* % *#
Social domain 67.81 +£7.45 74.37 £8. 16* 67.33 +7.84 80.74 £11.32% *#
Environmental domain 73.15 £8.09 79.28 £10. 58" 71.49 £9.71 86.91 £11.43* *#

Compared with control group at the same time,

**P<0.01,"**P<0.001;Compared with before treatment in same group,”P <0. 05.
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