CSP858 Anchor-Based Analysis poster (Print aw) 08/11/2023 18:15

® &5

e N ( 2
Poster No. 3195 OBJECTIVE RESULTS

To determine the minimal clinically important difference (MCID)
for changes in the total symptom score (TSS) between two

ASSQSS = nt Of M | N | M dad I treatment groups with Janus kinase inhibitor (JAKi) treatment-
naive patients with myelofibrosis (MF). The MCID is determined
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Figure 1. Baseline TSS distribution Table 2. Change in TSS at Week 24 for each
PGIC category
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be addressed in the forthcoming Phase 3 MANIFEST-2 study evaluating > Data from Arm 3 of the Phase 2 MANIFEST study of JAK (Figure 2) (r = 0.2351; p = 0.2408)

pelabresib and ruxolitinib versus placebo and ruxolitinib in JAKI ) . : . .
treatment-naive patients with MF. treatment-naive patients with MF treated with pelabresib

combined with ruxolitinib were used (data cutoff July 29, 2022)
(Figure 1and Table 1)
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’ STUDY LIMITATIONS

> The data used for this analysis (Arm 3 of the Phase 2 MANIFEST
study of JAKi treatment-naive patients with MF treated with
pelabresib combined with ruxolitinib) is limited in sample size
from an open-label single-arm study

-10

Effect of ruxolitinib therapy on myelofibrosis-related symptoms and other patient-reported outcomes in COMFORT-I: a

randomized, double-blind, placebo-controlled trial. J Clin Oncol. 2013;31(10):1285-1292; 6. JAKAFI Package Insert. Available at: > I N th iS ana IySiS the PG I C q U estio nna i re was Used as th e

https://www.jakafi.com/pdf/prescribing-information.pdf. Accessed October 11, 2023; 7. INREBIC Package Insert. Available at:
https://www.accessdata.fda.gov/drugsatfda_docs/label /2019/212327s000Ibl.pdf. Accessed October 11, 2023; 8. Ousmen A,
Touraine C, Deliu N, et al. Distribution- and anchor-based methods to determine the minimally important difference on an Ch or P RO

patient-reported outcome questionnaires in oncology: a structured review. Health Qual Life Outcomes. 2018;16(1):228. . .
> The relationship between TSS changes (percentage and absolute)
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> Potential recall bias for PGIC at Week 24
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. ’ > Very few patients in worsening PGIC categories adds to the
. complexity in the interpretation of the strength of the
relationship between PGIC and TSS (absolute or percentage)

Median absolute TSS change from baseline
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