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Ibrance capsules 75 mg, 100 mg, 125 mg
Ibrance tablets 75 mg, 100 mg, 125 mg
2owpT 290n

Palbociclib 75 mg, Palbociclib 100 mg, Palbociclib 125 mg
R DM
Capsule; film coated tablets
SN

IBRANCE is indicated for the treatment of adult patients with hormone receptor (HR)-positive,
human epidermal growth factor receptor 2 (HER2)-negative advanced or metastatic breast cancer in
combination with:

e an aromatase inhibitor as initial endocrine-based therapy; or

e fulvestrant in patients with disease progression following endocrine therapy.
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6 ADVERSE REACTIONS



Table 5. Laboratory Abnormalities in PALOMA-2

IBRANCE plus Letrozole Placebo plus Letrozole
(N=444) (N=222)

Laboratory Abnormality All Grades Grade 3 Grade 4 All Grades Grade 3 Grade 4

% % Y% % % %
WBC decreased 97 35 1 25 1 0
Neutrophils decreased 95 56 12 20 1 1
Blood creatinine increased 96 2 <l 91 0 0
Anemia 78 6 0 42 2 0
Platelets decreased 63 1 1 14 0 0
Aspartate aminotransferase 52 3 0 34 1 0
increased
Alanine aminotransferase 43 2 <1 30 0 0
increased

N=number of patients; WBC=white blood cells.

Table 7. Laboratory Abnormalities in PALOMA-3

IBRANCE plus Fulvestrant Placebo plus Fulvestrant
(N=345) (N=172)
k?)l:l(:):'?l:(;:i);y All Grades Grade Grade 4 All Grade 3 Grade 4
% 3 % Grades % %
% %
WBC decreased 99 45 1 26 0 1
Neutrophils decreased 96 56 11 14 0 1
Blood creatinine 95 1 0 82 0 0
increased
Anemia 78 3 0 40 2 0
Platelets decreased 62 2 1 10 0 0
Aspartate
aminotransferase 43 4 0 48 4 0
increased
Alanme aminotransferase 36 5 0 34 0 0
increased

N=number of patients; WBC=white blood cells.
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