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An Open-label Phase II/1ll Randomized Trial of BNT113 in Combination With
Pembrolizumab Versus Pembrolizumab Monotherapy as a First Line Therapy in
Patients With Unresectable Recurrent, or Metastatic Head and Neck Squamous
Cell Carcinoma (HNSCC) Which is Positive for Human Papilloma Virus 16
(HPV16+) and Expresses PD-L1

Clinical summary

This trial is comparing a new treatment (BNT113 given with pembrolizumab immunotherapy) to
standard immunotherapy (pembrolizumab alone) as first-line treatment for people with head and
neck cancer that:

is HPV16 positive

cannot be removed with surgery (unresectable), or has spread or come back (metastatic or
recurrent)

has PD-L1 present (CPS &ge;1)

BNT113 is an mRNA cancer vaccine that may help the immune system recognise and attack HPV16+
cancer cells.

This trial has two parts.

Part A is an initial, non-randomised safety phase. This stage will check that BNT113 combined with
pembrolizumab is safe and well tolerated at the selected dose.

Part B is a randomised phase to compare how safe and effective the combination (BNT113 plus
pembrolizumab) is versus pembrolizumab alone as first treatment. Participants in Part A will
continue to receive BNT113 plus pembrolizumab and will not be randomised into Part B.

For Part B, there is an optional pre-screening step where tumour samples may be tested to confirm
HPV16 and PD-L1 status before entering the main trial.

Participants will receive either the combination treatment or pembrolizumab alone for up to
approximately 24 months.
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Conditions
This trial is treating patients with head and neck squamous cell carcinoma that is human papilloma
virus 16 positive (HPV16+) and expresses the protein PD-L1
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