Differences in health-related quality of life in patients with or
without progression on palbociclib therapy. Preliminary results
from the non-interventional study PERFORM
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DISCUSSION AND CONCLUSIONS

The analysis of PRO data 4 years after the enroliment of the first PERFORM patient provides important insights into QoL during first-line palbociclib treatment. Notably, unlike most RCTs and many other real-word
studies, the PERFORM study continues to collect data, inclusive of QoL after completion of first-line treatment and beyond disease progression. Here, we focus on QoL data during first-line treatment. Our analyses
describes an association of the progression event with a lower score in QoL: mean change from baseline in FACT-B total score, FACT-G total score, breast cancer subscale, and TOl showed a more pronounced

and, for some timepoints (i.e. 3—6 months, 6—9 months), clinically relevant decline® for patients with PD in respective 3-month intervals when compared to those without PD throughout. Interestingly, these observations
seem to be predominantly based on respective changes in the subscale scores physical, emotional and functional well-being. The deterioration in QoL may be related to tumor progression, which is noticeable to the
patient in the form of worsening of tumor symptoms or general well-being but also could result from noticeable side effects of subsequent therapy, as well as information about (imperceptible) tumor growth.

These data of interim analysis 4 of the PERFORM study complement previous data from the pivotal trial PALOMA-2, which demonstrated decreased time to permanent deterioration in QoL in patients with PD versus non-

PD®®, Furthermore, Marschner N. et al reported findings from mixed-model analyses, of more than 8,000 questionnaires from 2,314 patients with metastatic breast, pancreatic, lung, and colorectal cancer showed that disease
progression was accompanied by statistically significant and clinically relevant deterioration in many health-related QoL scales.™ In ABC, each PD was associated with a statistically significant worsening in physical and
functional well-being, depression, and global QoL. Interestingly, while the magnitude of deterioration was moderate and generally not clinically meaningful after the first progression, it became more pronounced after subsequent
progressions.™

PERFORM provides real-world findings supporting these results and expands existing knowledge by providing important insights into QoL for palbociclib-treated patients from initiation of treatment through disease progression
and beyond, regardless of later-line treatments. Here, we analyzed change from baseline in the FACT-B total score and corresponding subscales in patients with and without disease progression. The observed more
pronounced and for some timepoints clinically relevant mean decline from baseline appears to signal disease progression as patient-relevant endpoint.

Table 1: Patient characteristics at baseline of
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The whole PRO-group had a follow-up of minimum 6 month. Follow-up in subgroups with later time intervals might be limited.
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