
[APREPITANT] 40mg, 80mg, 125mg hard capsules Version: [APREPITANT] -v1-180418 

Revision Date:18042018 Page 31 

Risk management Plan 

VI.2 Elements for a Public Summary

VI.2.1 Overview of disease epidemiology

Chemotherapy induced nausea and vomiting (CINV) continues to be one of the most undesirable side 

effects in subjects receiving chemotherapy. In addition to lowering the quality of life for subjects, 

CINV can potentially delay or reduce the dosage of planned chemotherapy regimens for subsequent 

cycles and may result in a reduction in the number of planned cycles. 

In adults, aprepitant administered concomitantly with a 5-HT3 antagonist and a corticosteroid 

regimen is considered the standard of care and recommended by the Multinational Association of 

Supportive Cancer Care (MASCC)/ European Society for Medical Oncology (ESMO), the American 

Society of Clinical Oncology (ASCO), and the National Comprehensive Cancer Network (NCCN) 

for the prevention of nausea and vomiting associated with HEC and selected MEC regimens. 

Aprepitant (EMEND) is a selective, high-affinity antagonist of human substance P/neurokinin 1 

(NK1) receptors. 

The mechanism of emesis is believed to be similar in adults and children, that is a complex process 

between neurotransmitters and receptors in both the central and peripheral nervous systems initiated 








