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Online Supplementary Figure S1. Updated CONSORT diagram of patient disposition and flow through study
protocol.

Assessed for eligibility

(N=259)
Excluded (N=37)
Did not meet eligibility
criteria, n=34
Withdrew consent, n=2
AE during screening, n=1
Randomized
(N=222)

Allocated to bortezomib SC (n=148)
Received treatment (safety population),
n=147
Did not receive treatment, n=1

Reason: rapid deterioration in condition

Allocated to bortezomib IV (n=74)
Received treatment (safety
population), n=74

Did not receive treatment, n=0

Treatment completed (cycles 1-8),
n=81
Discontinued treatment before 8
cycles, n=66

Adverse event, n=31

Progressive disease, n=24

Death, n=6

Patient choice, n=4

Other, n=1

Treatment completed (cycles 1-8),
n=39
Discontinued treatment before 8
cycles, n=35

Adverse event, n=18

Progressive disease, n=11

Death, n=3

Patient choice, n=2

Other, n=1

Received cycles 9-10, n=19
Completed cycles 9-10, n=17
Discontinued during cycles 9-10,
n=2

Adverse event, n=2

Received cycles 9-10, n=9
Completed cycles 9-10, n=7
Discontinued during cycles 9-10,
n=2

Adverse event, n=2

Response-evaluable population,
n=145
Excluded from response analysis,
n=2

Reasons: Did not meet criteria for
measurable disease at study entry

Response-evaluable population,
n=73
Excluded from response analysis,
n=1

Reasons: Did not meet criteria for
measurable disease at study entry




