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Online Resource 1. Detailed criteria for the full analysis set (FAS), per protocol set (PPS), and safety analysis set (SS)

FAS
The FAS consisted of randomized patients who met all of the following criteria:
(1) Patients who received at least one treatment with investigational drug during the treatment period
(2) Patients who underwent at least one efficacy assessment after the start of the treatment period

PPS
The PPS consisted of patients in the FAS who met all of the following criteria:
(1) Patients who met the inclusion criteria and none of the exclusion criteria
(2) Patients who were on no prohibited concomitant medications during the screening and treatment periods
(3) Patients whose treatment allocation remained blinded to radiographers for the measurement of BMD or the evaluation of fractures until the week 52 visit of the treatment period
(4) Patients with efficacy assessment data for the week 52 visit of the treatment period
(5) Patients who received more than 70% of the investigational drug until the week 52 visit of the treatment period
(6) Patients who received more than 50% of basal treatment until the week 52 visit of the treatment period

SS
The SS consisted of randomized patients who met all of the following criteria:
(1) Patients who received at least one treatment with investigational drug during the treatment period
(2) Patients with safety assessment data obtained after the first treatment with investigational drug in the treatment period

