Methods

Open-label randomised controlled phase 3 trial was conducted at 32 head and
neck treatment centres in Ireland, the Netherlands, and the UK. Eligible
patients were aged at least 18 years old non-smokers or lifetime smokers with
a history of less than 10 pack-years. The patients were randomly assigned in a
1:1 ratio to receive cisplatin-based chemoradiotherapy or cetuximab
bioradiotherapy with either three doses of intravenous cisplatin 61 00mg/m? on
days 1, 22, and 43 of radiotherapy) or intravenous cetuximab (400 mg/m?
loading dose followed by seven weekly infusions of 250 mg/m?). The

primary outcome was overall severe toxicity (grades 3-5) at 24 months from
the end of treatment. While an intention-to-treat analysis was conducted for
all outcomes, a per-protocol analysis was conducted for primary and

secondary outcomes. The trial is registered with the ISRCTN registry, number
ISRCTN33522080.

(Mehanna H et al. Lancet 2019; 393: 51-60)
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