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+ pembro in patients (pts) with previously untreated PD-L1+ metastatic triple-negative breast cancer (mTNBC) in the phase
III ASCENT-04/KEYNOTE-D19 study
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Background

In the ASCENT-04/KEYNOTE-D19 study (NCT05382286), first-line SG + pembro led to a statistically significant and clinically meaningful
improvement in progression-free survival (PFS) vs chemo + pembro in pts with PD-L1+ (combined positive score ≥ 10) mTNBC. We report
PROs from this study.

Methods

Pts were randomized to SG + pembro or chemo (gemcitabine + carboplatin, paclitaxel, nab-paclitaxel) + pembro. Time to first meaningful
deterioration or death (TTD, defined as meaningful within-patient change [MWPC] from baseline ≥13.33 points for physical functioning and
≥10-point for other domains) and least squares mean (LSM) change from baseline in EORTC QLQ-C30 domains in the intent-to-treat
population were reported. A sensitivity analysis (with 20-point MWPC threshold) was undertaken for TTD in physical functioning. Data were
analyzed by a Cox model.

Results

Analyses included 443 pts (221, SG + pembro; 222, chemo + pembro). TTD was comparable across most domains, including physical
functioning, but favored SG + pembro for emotional functioning and pain (Table). However, SG + pembro had longer TTD in physical
functioning in the sensitivity analysis (HR 0.82 [95% CI 0.60, 1.11]). Mean change from baseline favored SG + pembro for physical, role,
and emotional functioning, pain, and insomnia. Worsening of nausea/vomiting and diarrhea were observed with SG + pembro (Table).Table:
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Domain TTDaHR (95% CI) LSM change from BLbDifference (95% CI)
Global health status/QOL 0.98 (0.75, 1.27) 1.10 (-1.40, 3.59)
Physical functioning 0.95 (0.73, 1.22) 2.45 (0.09, 4.81)

Role functioning 1.01 (0.79, 1.29) 3.34 (0.13, 6.55)
Emotional functioning 0.71 (0.53, 0.96) 4.07 (1.20, 6.93)
Cognitive functioning 0.96 (0.74, 1.23) 1.00 (-1.63, 3.63)
Fatigue 0.91 (0.72, 1.15) -2.75 (-5.65, 0.15)



Nausea/vomiting 1.38 (1.07, 1.77) 2.67 (0.73, 4.62)
Pain 0.75 (0.57, 0.98) -5.39 (-8.55, -2.23)
Insomnia 0.75 (0.56, 1.00) -4.59 (-7.70, -1.48)
Diarrhea 1.92 (1.48, 2.48) 10.41 (7.53, 13.29)

Domain TTDaHR (95% CI) LSM change from BLbDifference (95% CI)

aHR < 1 favors SG + pembro.bDifference > 0 for functioning domains and < 0 for symptom domains favors SG + pembro.

Conclusions

SG + pembro maintained overall quality of life with reduced symptom burden and improved functioning in multiple domains. Worsening of
nausea/vomiting and diarrhea are consistent with the known safety profile of SG. These data, along with the improvement in PFS, support SG
+ pembro as a potential new standard of care in pts with previously untreated PD-L1+ mTNBC.

Clinical trial identification

NCT05382286.
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