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The primary endpoint of COMFORT-I was the
proportion of patients achieving >35% reduction

from baseline in spleen volume (assessed by MRI
or CT) at Week 24

Secondary endpoints included the duration of
maintenance of spleen volume reduction, proportion
of patients with >50% reduction in total symptom
score (TSS) from baseline to Week 24 using the
modified Myelofibrosis Symptom Assessment
Form (MFSAF) v2.0 diary,®° change in TSS from
baseline to Week 24, and overall survival

(Figure 3)

Mean percent changes in spleen volume and TSS
for ruxolitinib-treated patients across subgroups
were similar to those of ruxolitinib-treated patients
in the overall study population (31.6% and 46.1%,
respectively)

Spleen volume reduction and symptom
improvement were seen with ruxolitinib treatment
regardless of the presence or absence of the
JAK2V617F mutation

Patients treated with ruxolitinib experienced
reductions in spleen volume and improvements

Overall Survival

Improved survival across all subgroups is
suggested by hazard ratios consistently favoring
ruxolitinib over placebo, although differences
did not achieve statistical significance in this
post hoc analysis (Figures 4A-4D)

Patients with low hemoglobin who received
placebo had a particularly poor prognosis,
whereas patients with low hemoglobin who were
treated with ruxolitinib appeared to achieve a
relative benefit (HR=0.59) consistent with that
observed in other subgroups (Figure 4C)

worsened across subgroups

The present subgroup analyses
suggest a consistent survival benefit
with ruxolitinib over placebo across
the subgroups evaluated

Despite limitations (size of
individual subgroups, number of
comparisons), the treatment effect
was similar to that in the overall

COMFORT-I population’

*Patients who received >1 unit of RBC transfusions within 12 weeks before baseline were assigned to the hemoglobin
<10 g/dL subgroup. HR, hazard ratio; RBC, red blood cell.

The COMFORT-I clinical trial was sponsored by Incyte Corporation.
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