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Background Results

PhALLCON, a phase 3 randomized trial, compared ponatinib versus
iImatinib, each combined with reduced-intensity chemotherapy, in patients
with newly diagnosed Philadelphia chromosome-positive acute
lymphoblastic leukemia (Ph+ ALL).’

FACT-GP5 ("l am bothered by side effects of treatment”) is a validated
single-item measure of overall treatment-related side-effect burden.?

Patient-reported bother over time

« FACT-GP5 assessments were available for 203 patients (83.2%) at
Baseline (C1D1), 177 (72.5%) at C4D1, 100 (41.0%) at C7D1, 61
(25.0%) at C10D1, 53 (21.7%) at C13D1, and 120 (49.2%) at EOT.

 Most FACT-GP5 responses were in the lower-bother categories.
However, the ponatinib arm generally showed a higher proportion of
responses in the lower-bother categories (Figure 1).

AE presence and patient-reported bother Burden-associated AE profiles by treatment arm

 Among the predefined symptomatic AEs evaluated, vomiting (OR=5.13), constipation
(OR=2.62), nausea (OR=2.48), and hypertension (OR=2.61) showed the strongest
associations with increased odds of high bother (Figure 3A).

* Vomiting (OR=4.12), constipation (OR=2.16), and nausea (OR=1.98) also showed the
strongest associations with increased odds of moderate-to-high bother (Figure 3B).

« Grade 22 diarrhea, headache, vomiting, fluid retention/edema, and hypertension were
associated with substantially higher odds of high patient-reported bother (odds ratio

» Gastrointestinal (Gl)-related AEs and fluid retention/edema
were more prominent with imatinib, whereas constipation
and hypertension were more prominent with ponatinib
(Table 1).

* Incidence of AEs was mostly higher during induction phase
and lower during later treatment phases.

Greater FACT-GP5 burden has previously been shown to be associated
with clinically meaningful deterioration in health-related quality of life
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patients’ experience.

o Cumulative concurrent AE burden (number of ongoing AEs within 7- FACT-GP5 response level

day window)

Abbreviation: AE, adverse event.
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