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Pigray 50 mq film coated tablets
NIvIXN NI'7a0 2"n 50 "po

Pigray 150 mg film coated tablets
NIDIXN Ni'7av a"n 150 mMpo

Pigray 200 mg film coated tablets
NIvXN NIr'rav 2"n 200 p'o
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PIQRAY is indicated in combination with fulvestrant for the treatment of postmenopausal women,
and men, with hormone receptor (HR)-positive, human epidermal growth factor receptor 2 (HER2)-
negative, PIK3CAmutated, advanced or metastatic breast cancer following progression on or after an
endocrine-based regimen
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7 WARNINGS AND PRECAUTIONS

7.3 __Hyperglycemia

Severe hyperglycemia, in some cases associated with hyperglycemic hyperosmolar non- ketotic
syndrome (HHNKS) or ketoacidosis has occured in patients treated with PIQRAY. Some fatal cases
of ketoacidosis have occurred in the post marketing setting.
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Monitor HbAlc every 3 months and as clinically indicated. Monitor fasting glucose frequently for the
first few weeks during treatment with PIQRAY in patients with risk factors for hyperglycemia such as
obesity (BMI > 30), elevated FPG,HbA 1c at the upper limit of normal or above, use of concomitant
systemic corticosteroids, or age > 75. [see Use in Specific Populations (8.5)].

8 ADVERSE REACTIONS
8.2 Postmarketing Experience

The following adverse reactions have been identified during post-approval use of PIQRAY .
Because these reactions are reported voluntarily from a population of uncertain size, it is not
always possible to reliably estimate their frequency or establish a causal relationship to drug
exposure.

Metabolism and nutrition disorders: Hyperglycemic hyperosmolar nonketotic syndrome (HHNKS).

Skin and sub-cutaneous tissue disorders: Drug reaction with eosinophilia and systemic symptoms
(DRESS).

10 USE IN SPECIFIC POPULATIONS

10.5 Geriatric Use

Of 284 patients who received PIQRAY in the SOLAR-1 trial, 117 patients were > 65 years of age
and 34 patients were > 75 years of age. In patients treated with PIQRAY plus fulvestrant, there was a
higher incidence of Grade 3-4 hyperglycemia in patients > 65 years of age (44%) compared to
patients < 65 years of age (32%). No overall differences in effectiveness of PIQRAY were observed
between patients > 65 years of age compared to younger patients. There are an insufficient number
of patients > 75 years of age to assess whether there are differences in safety or effectiveness.
However, in the SOLAR-1 trial, an increase in the hyperglycemia adverse reactions (74% vs 66%)
and Grade 3-4 (56% vs 36%) hyperglycemia were observed in patients > 75 years of age compared
to patients < 75 years of age, respectively [see Warnings and Precautions (5.3)].
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