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[bookmark: _GoBack]Supplementary Table 1 Summary of Prescribing Informationa 
	EU Summary of Product Characteristics (Flucelvax® Tetra) [1]
	US Prescribing Information (Flucelvax Quadrivalent®) [2]

	Indicated for the prophylaxis of influenza in adults and children from 9 years of age
	Indicated for active immunization for the prevention of influenza disease caused by influenza virus subtypes A and type B contained in the vaccine

	
	Approved for use in patients 4 years of age and older

	Suspension for injection in pre-filled syringe 
	Suspension for injection available in two presentations: a 0.5 mL single-dose pre-filled Luer Lock syringe, and a 5 mL multi-dose vial containing 10 doses

	For intramuscular injection only (must not be administered intravenously, subcutaneously or intradermally, and must not be mixed with other vaccines in the same syringe)
	For intramuscular injection only (must not be administered intravenously, subcutaneously or intradermally)

	Preferred site for injection is the deltoid muscle of the upper arm
	Preferred injection site is the deltoid muscle of the upper arm; the vaccine should not be injected in the gluteal region or areas where there may be a major nerve trunk

	In patients 9 years of age and older, administer a single 0.5 mL dose
	In patients 9 years of age and older, administer a single 0.5 mL dose

	
	In patients 4 through 8 years of age, administer one or two doses (each 0.5 mL) depending on vaccination history as per Advisory Committee on Immunization Practices annual recommendations on prevention and control of influenza with vaccines; if two doses are given, they should be administered at least 4 weeks apart

	Contraindicated in patients with hypersensitivity to the active substance, to any of the excipients, or to possible trace residues such as beta-propiolactone, cetyltrimethylammonium bromide, and polysorbate 80
	Contraindicated in patients with a history of severe allergic reaction (e.g. anaphylaxis) to any component of the vaccine

	
	If Guillain-Barré syndrome has occurred within 6 weeks of receipt of a prior influenza vaccine, the decision to administer Flucelvax Quadrivalent® should be based on careful consideration of potential benefits and risks


a Consult local prescribing information for further details concerning administration, handling and storage, warnings and precautions, and use in specific patient populations
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