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[ Abstract ] Background and purpose: Checkpiont targeted immunotherapy in the field of solid tumor therapy
has huge potential, triggering a boom in the study of immune targeted drugs. A study has provided a basis for the follow—up
study of ipilimumab combined with chemotherapy in the treatment of non—small cell lung cancer (NSCLC) patients. This
study counted the adverse event statistics that ipilimumab or placebo combined with paclitaxel and carboplatin as first-line
therapy for the treatment of stage IV or recurrent squamous cell carcinoma to evaluate the safety of ipilimumab combined
with chemotherapy in the treatment of advanced squamous cell carcinoma. Methods: This study selected 13 patients with
ECOG scores<1 and stage IV, or IV}, squamous cell carcinoma in the Shanghai Chest Hospital, Shanghai Jiao Tong Uni—
versity. Randomized controlled double blind trial was used in this study. The patients of experimental group were treated
with ipilimumab combined with paclitaxel and carboplatin, while the patients of control group were treated with the placebo
combined with paclitaxel and carboplatin. Adverse events (AEs) were counted in the process of treatment. Results: The
most common AEs were the 1/2 grade AEs. Immune-related AEs (irAEs) reported in the ipilimumab group included level
I of diarrhea and pruritus, level I of rash and pruritus and level Tl of hypophysitis. Conclusion: The side effects of
ipilimumab were mild, tolerable and manageable.
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Tab.1 Characterisitic of patients

Demographic or disease characteristic Experimental Control (n=6)

group (n=7)

Agelyear

Median 60 60

Range 52-74 57-74
Gender

Male 6 5

Female 1 1
Ethnicity

Asian 7 6

ECOG performance status
0 0 0
1 7 6

Tumor histology

Squamous—cell carcinoma 7 6

Others 0 0
Disease stage

v, 2 4

IV, 5 2

ECOG: Eastern Cooperative Oncology Group
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Tab.2 Adverse events

Experimental group

Control group

ftem Grades 1 and 2 Grade 3 Grade 4 Grades 1and2  Grade 3 Grade 4
Any adverse events 7 5 4 6 6 3
Any treatment-related adverse events 7 5 4 6 6 3
Treatment-related non—hematologic adverse events

Alopecia 5 4

Rash 1

Pruritus 2
Arthralgia 1

Fatigue 3

Diarrhea 1

Nausea 2

Vomiting 1

Peripheral sensory neuropathy* 5 2
Hematologic abnormalities®

Thrombocytopenia 3 5 1

Leukopenia 7 2 6 3

Neutropenia 6 4 4 5 4 3

Anemia 6 6 1
Liver—function enzymes”

ALT 1

AST 2

Patients cou}d have more than one adverse event. : As reported by investigators, standardized medical dictionary for regulatory activities query

term scope; ": On the basis of laboratory results
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Tab.3 Before and after the treatment of hypophysitis

Ttem Before treatment After 2 months of treatment
Symptom Obvious weakness, blurred vision Change for the better
Pituitary MR Pituitary fullness with enhanced less uniform, micro—adenoma could No abnormal

Cortisol (66-286 ng/mL)
TSH (0.34-5.6 mIU/L)
Testosterone (9.9-27.8 nmol/L)

Adrenocorticotrophic hormone (10-80 ng/L)

not be excluded

2.7 ng/mL 127.77 ng/mL
0.19 mIU/L 1.24 mIU/L
0.83 nmol/L 25.45 nmol/L

<5 ng/L. <5 ng/LL
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