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%32 4 ¥ ©  Antineoplastic Agent, Cyclin-Dependent Kinase Inhibitor.

* ;2% § . Administration:
® Orally taken with food. Administer at approximately the same time each day.
® Swallow the capsules whole, do not crush or chew; do not open capsules prior to
swallowing.

Indications and regimens:

Breast cancer, advanced, initial endocrine-based therapy:

® HER-2 negative: 125 mg QD x 21 days, followed by 7 days off, repeat every
28 days (in combination with continuous aromatase inhibitor therapy);
continue until disease progression or unacceptable toxicity.

® For males receiving palbociclib in combination with an aromatase inhibitor,
also consider treatment with a luteinizing hormone-releasing hormone
(LHRH) agonist.

Breast cancer, advanced (with disease progression following endocrine therapy):
HER-2 negative: 125 mg QD x 21 days, followed by 7 days off, repeat every 28
days (in combination with fulvestrant [and an LHRH/gonadotropin-releasing
hormone agonist (eg, goserelin) if pre- or perimenopausal female]); continue until
disease progression or unacceptable toxicity.

Dosage adjustment for Toxicity:
Grade 1 or 2: No dosage adjustment required.
Grade 3:
Day 1 of cycle: Withhold palbociclib therapy and repeat CBC with differential
within 1 week. When improved to < grade 2, initiate the next cycle at the same
dose.
Day 15 of first 2 cycles: If at grade 3, continue palbociclib therapy at current dose
to complete the cycle. Repeat CBC with differential on day 22. If at grade 4 on
day 22, withhold palbociclib treatment until resolved to < grade 2. After
resolution, resume at next lower dose. Consider dose reduction in future cycles if
recovery from grade 3 neutropenia is prolonged (>1 week) or for recurrent grade 3
neutropenia on day 1 of subsequent cycles.
Grade 3 (ANC 500/mm? to <1,000/mm?) plus fever >38.5°C and/or infection
at any time: Withhold palbociclib treatment until resolved to < grade 2. Resume
at next lower dose upon restarting.
Grade 4 at any time: Withhold palbociclib treatment until resolved to < grade 2.
After resolution, resume at next lower dose.
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1. strong CYP3A4 inhibitor (clarithromycin, itraconazole, ketoconazole,
voriconazole, indinavir, lopinavir/ritonavir, nelfinavir, ritonavir, saquinavir,
nefazodone, grapefruit): 1 Palbociclib exposure ©

2. CYP3A4 inducer (phenytoin, rifampin, carbamazepine, St John’s Wort ):
| Palbociclib exposure °
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