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(Abstract) & 1<) dalily (adta

Background: Recurrent/ metastatic squamous cell carcinoma of head and neck
(SCCNH) is still a difficult-to treat disease with poor clinical outcomes and
limited treatment choices.

Aim: This study aims to evaluate the real-world effectiveness of cetuximab plus
platinum-based chemotherapy as first-line treatment for recurrent/metastatic
SCCHN in Syrian patients.

Materials and methods: This prospective non-comparative analytical cohort
study was conducted at Al-Bairuni University Hospital between October 2023
to April 2025. Patients with recurrent/metastatic SCCHN who received
cetuximab (400 mg/m? loading dose then 250 mg/m? weekly) with cisplatin (100
mg/m2) or carboplatin (AUC 5) plus fluorouracil (1000 mg/m?/day for 4 days)
every 3 weeks for < 6 cycles, followed by cetuximab maintenance until
progression were enrolled in the study. Primary endpoints were overall survival
(OS) and progression-free survival (PFS). Secondary endpoints included overall
response rate (ORR) and safety. Multivariate regression Cox analysis was used
to determine independent prognostic factors.

Results: A total of 69 patients were treated at the aforementioned Hospital. The
mean age of patients was 58.2 years and 69.6% of patients were male. The
objective response rate (ORR) was 43.5% and the disease control rate (DCR)
was 68.1%. Median PFS time was 5.8 months and median OS time was 9.8
months. The prognostic factor for OS were locoregional recurrence with
metastasis (adjusted hazard ratio, 2.18; 95% ClI, 1.24-3.84; P=0.007) and ECOG
1-2 (adjusted hazard ratio, 1.85; 95% ClI, 1.06-3.23; P=0.03).

4.3% of patients had a grade >2 infusion reaction to cetuximab and 17.4% had
grade 3 skin rash.

Conclusion: Addition of cetuximab to a platinum/5-fluorouracil regimen
showed median PFS, median OS, DCR, and ORR comparable to the EXTREME
study and much of the international studies, with no new or unexpected safety
findings. Thereby confirming chemotherapy plus cetuximab as an effective and
safe first line treatment for Syrian patients with recurrent/metastatic SCCHN.

Keywords: Cetuximab-based chemotherapy, Recurrent/ metastatic squamous
cell carcinoma of head and neck, overall survival, progression-free survival,
safety
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