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|:| patients with HER2-positive,unresectable, locally advanced, %@Haﬁlu"]
or metastatic breast cancer O Age > 18 years

L] ecoc 0-1

O previously received trastuzumab and a taxane separately
orin combination.

[ received prior therapy for metastatic disease

O Developed disease recurrence during or within six months
of completing adjuvant therapy

L1 LVEF > 50%

exclusion criteria

O prior treatment with T-DM1

O peripheral neuropathy of grade 3 or higher
(CTCAE, version 3.0)

Dsymptomatic central nervous system (CNS) metastases or
treatment for these metastases

Oa history of symptomatic congestive heart failure or serious
cardiac arrhythmia requiring treatment

O history of myocardial infarction or unstable angina within

6 months
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Ref 1. U.S. Food and Drug Administration. Available at
https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/125427Ibl.pdf [Accessed March 5, 2018].

2 .Krop, I. E., et al. "Trastuzumab emtansine (T-DM1) versus lapatinib plus capecitabine in patients with HER2-positive

metastatic breast cancer and central nervous system metastases: a retrospective, exploratory analysis in EMILIA." Annals

of Oncology 26.1 (2014): 113-119.
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321 Grade

MIPAMI/MadNS

GI disorder

Dyspepsia

Stomatitis

Dry Mouth

Abdominal pain

Vomiting

Diarrhea

Constipation

Nausea

Nervous System Disorders

Dizziness

Dysgeusia

Peripheral neuropathy

Headache

Psychiatric Disorders

Insomnia

Infections

Urinary tract infection

Respiratory

Pneumonitis

Dyspnea

cough

Epistaxis

Musculoskeletal

Myalgia

Arthralgia

Musculoskeletal pain

Skin and Subcutaneous Tissue

Disorders

Pruritus

Rash

Cardiology

Left ventricular dysfunction

Immune System Disorders

Drug hypersensitivity

Hematology

Neutropenia

Anemia

Thrombocytopenia
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HEENT

Lacrimation increased

Dry eye

Vision blurred

Conjunctivitis

General

Peripheral edema

Chills

Pyrexia

Asthenia

Fatigue

Vascular Disorders

Hypertension

Lab Abnormality

wu/laiwy

MIPAMI/MadNS

Chemistry

Creatinine rising

Blood alkaline phosphatase increased

Increased transaminases

Increased bilirubin

Increased AST

Increased ALT

Hypokalemia

Hematologic

Thrombocytopenia

Anemia

Neutropenia

Echo

LVEF decreased
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