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	Topic
	Method

	Sequence generation
	· Randomization numbers were assigned by an IWRS
· Block randomization was used to assign patients in equal proportions to 1 of 8 treatment groups

	Allocation concealment and implementation
	· A list of randomization codes, which identified each patient by randomization number and included their corresponding treatment, was generated by the study sponsor and implemented by the IWRS vendor
· Unblinding was only done in medical emergencies and disqualified the patient from the study; unblinding was reported to the study sponsor immediately

	Blinding
	· Patients and investigators were both blinded to the interventions


IWRS, interactive web response system

