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Adverse Event, % T-DM1
(n = 490)

Capecitabine + Lapatinib
(n = 488)

All Grades Grades ≥ 3 All Grades Grades ≥ 3
Nonhematologic
 Diarrhea 23.3 1.6 79.7 20.7

 Hand-foot syndrome 1.2 0 58.0 16.4

 Vomiting 19.0 0.8 29.3 4.5

 Hypokalemia 8.6 2.2 8.6 4.1

 Fatigue 35.1 2.4 27.9 3.5

 Nausea 39.2 0.8 44.7 2.5

 Mucosal inflammation 6.7 0.2 19.1 2.3

 Increased AST 22.4 4.3 9.4 0.8

 Increased ALT 16.9 2.9 8.8 1.4

Hematologic
 Neutropenia 5.9 2.0 8.6 4.3

 Febrile neutropenia 0 0 1.0 1.0

 Anemia 10.4 2.7 8.0 1.6

 Thrombocytopenia 28.0 12.8 2.5 0.2

T-DM1 vs Lapatinib/Capecitabine in HER2+ 
MBC (EMILIA): Adverse Events

Blackwell KL, et al. ASCO 2012. Abstract LBA1. Used with permission.
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Study Discontinuation

Study discontinuation
TPC

(n=198)
T-DM1
(n=404)

Discontinued study, % 36.9 21.0

Reasons for study discontinuation, %
Death
Withdrawal by patient
Physician’s decision
Other

22.2
13.1

1.0
0.5

15.1
4.7
0.5
0.7

Wildiers H. et al Oral Presentation ESMO 2012
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• Immunotherapy is the only treatment that can 
reproducibly result in cures in (few) patients with 
metastatic melanoma

• FDA-approved immunotherapies for melanoma:
– Adjuvant treatment:

• High dose interferon alpha 2b
• Pegylated interferon alpha 2b

– Metastatic melanoma:
• High dose IL-2
• Ipilimumab

Immunotherapy, a reality for patient 
benefit in melanoma 
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