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Primary Objective:

« To investigate the safety of the combination of nivolumab and ipilimumab with radiation treatment for definitive management of patients
with locally advanced squamous cell carcinoma of the head and neck

Secondary Objectives:

« To estimate 1 year PFS in all patients treated
» To assess overall response rate

e To assess overall survival

Exploratory Objectives:

« To explore whether PD-L1 expression is associated with treatment response.

« To explore whether there is an association of the Th1/Th2 ratio (IFN-A, IL-4, IL10) or cell subset frequencies (M2 monocytes, myeloid-
derived suppressor cells) in a patient’s peripheral blood at baseline or a change these values in response to treatment that is associated with
treatment response
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Table 1. Demographics
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Dysgeusia

19 (79)

Grade 3 dermatitis was managed with oral and topical steroids. The
patients were rechallenged and able to continue immunotherapy.
Grade 3 elevated lipase was asymptomatic, observed, and resolved
without intervention.

Grade 3 colitis was managed with oral steroids. The patient was 3
months post-radiation therapy and discontinued treatment.

Grade 3 hyperglycemia was noted after the patient completed
immunotherapy.

Table 3. In-field toxicities during combination
immunotherapy and radiation. (CTCAE v5)
This includes 2 weeks prior to radiation and two weeks after

HNSCC.

« While there were no grade 4/5 toxicities observed during concurrent immuno-radiation, a high rate of in-field ulceration/necrosis was
observed.

» Further exploration of this combined therapy is warranted with careful monitoring and intervention for delayed toxicities.
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