
16 were excluded
11 did not meet eligibility criteria
5 other reasons (withdrew consent, lost 
to follow-up, laboratory findings)

26 discontinued treatment
9 adverse events
6 lost to follow-up
1 protocol violation
3 disease progression
7 other reasons

21 discontinued treatment
8 adverse events
1 lost to follow-up
1 protocol violation
4 disease progression
7 other reasons

145 patients were assessed for eligibility

129 underwent randomization

sc IFNβ-1a group
65 randomized to serum-free formulation 

IFNβ-1a 44 µg sc tiw 

65 included in ITT and safety populations

IFNβ-1b group
64 randomized to IFNβ-

64 included in ITT and safety populations

56 completed 12-week comparative phase 63 completed 12-week comparative phase

1 lost to follow-up

35 completed safety extension phase 34 completed safety extension phase

9 discontinued treatment
6 adverse events
2 lost to follow-up
1 other reason

Always sc IFNβ-1a group
56 continued treatment with serum-free 

formulation IFNβ-1a 44 µg sc tiw

56 included in safety extension population

Delayed sc IFNβ-1a group
60 transitioned to serum-free formulation 

IFNβ-1a 44 µg sc tiw

60 included in safety extension population

3 did not enter safety extension 
phase

3 other reasons (wanted to take 
pain medication, MS symptoms, 
did not want to discontinue 
Betaseron)
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