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Background: Nasal and paranasal sinus squamous cell carcinoma
(NPNSCC) account for 3% of all malignancies of the head and neck with
squamous cell carcinoma being the most predominant histologic type.
The standard of care for T3 and T4a NPNSCC has been surgical resection
with possible need to sacrifice structures including the orbit and base of
skull. little or no advances have been made in the treatment of this
disease and the 2-year local disease control does not exceed 50-60%.

ECOG-ACRIN EA3163 raises the question of whether a better
cytoreductive pre-operative approach would provide improved
structure preservation and overall survival with a potential for better
locoregional control for patients with resectable T3 or T4a NPNSCC.

Single arm, single institution studies suggested that systemic therapy in
the preoperative setting could make a difference in locoregional control
as well as structure preservation. These series have however fallen
short of establishing neo-adjuvant therapy as an effective approach that
would have clinical benefit to patients with resectable NPNSCC. EA3163
is set to provide a definitive answer to this crucial question.

Objectives and patient selection:

The primary objectives include evaluating

1- the structure preservation rate for patients with locally advanced
resectable NPNSCC with or without neoadjuvant therapy; (all patients
will undergo surgical resection and postoperative standard care)

2- the overall survival (OS) for the same patient population. EA3163 is
currently accruing at ECOG-ACRIN and CTSU sites.
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*Stratify by disease stage (T3 vs T4a) and disease site involvement (orbit only vs skull base only vs both involved).

'Patients randomized to arm A will receive standard therapy (surgery followed by radiation £ chemotherapy). Patients randomized to arm B will receive
neo-adjuvant chemotherapy followed by surgery. Both arms A and B will receive postoperative radiation therapy.

iCarboplatin with an AUC = 5 for patients who are ineligible to receive cisplatin.

‘Patients with positive margins/positive extracapsular spread in lymph nodes will receive postoperative radiation therapy (66 Gy) and weekly concurrent
therapy with weekly cisplatin at 40 mg/m?, If patients have contraindications or cannot tolerate cisplatin, carboplatin at an AUC = 2 on a weekly basis for
6 weeks will be allowed.

AUC = area under the curve; BOS = base of skull; RT = radiation therapy.
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