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Key messages
Clinical, pathological, and biological factors, including relevant biomarkers, are vital for optimizing 
BC treatments with targeted anticancer therapies
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�P�R�Q�D�U�F�K�(���W�U�L�D�O
Phase III, randomized 
open-label clinical trial

• �6�W�X�G�\���S�D�U�W�L�F�L�S�D�Q�W�V: patients with HR+, HER2– high-risk, and EBC (N = 5,637)
• �7�U�H�D�W�P�H�Q�W: abemaciclib 150 mg twice daily for 2 years 
• �3�U�L�P�D�U�\���H�Q�G�S�R�L�Q�W: iDFS

�• Control: 89.3% [HR = 0.75; p = 0.003; median follow-up = 19 months]�• CDK 4/6 group: 92.3%

�• Control: 84.5%  

�3�$�/�/�$�6���W�U�L�D�O��
Phase III, randomized 
open-label clinical trial

• �6�W�X�G�\���S�D�U�W�L�F�L�S�D�Q�W�V: patients with stage II–III EBC (N = 5,761) 
• �7�U�H�D�W�P�H�Q�W�����S�D�O�E�R�F�L�F�O�L�E�����������P�J���G�D�L�O�\���������Z�H�H�N�V���R�Q�������Z�H�H�N���R�•���I�R�U�������\�H�D�U�V��
• �3�U�L�P�D�U�\���H�Q�G�S�R�L�Q�W: invasive disease-free survival (iDFS) 

�• CDK 4/6 group: 84.2% [HR = 0.96; p = 0.65; median follow-up = 31 months]

�1�$�7�$�/�(�(���W�U�L�D�O
Phase III, randomized 
open-label clinical trial

• �6�W�X�G�\���S�D�U�W�L�F�L�S�D�Q�W�V: patients with stage II–III EBC (N = 4,000 estimated)
• �7�U�H�D�W�P�H�Q�W�����Q�R�Q�V�W�H�U�R�L�G�D�O���$�–�����1�6�$�–�����S�O�X�V���U�L�E�R�F�L�F�O�L�E���D�W�����������P�J���G�D�L�O�\���������Z�H�H�N�V���R�Q�������Z�H�H�N���R�•���I�R�U�������\�H�D�U�V
• �3�U�L�P�D�U�\���H�Q�G�S�R�L�Q�W: iDFS 

�• NSAI alone: 87.1%  �• Ribociclib plus NSAI: 90.4% [HR = 0.75; p = 0.003; median follow-up = 27.7 months]

�3�(�1�(�/�2�3�(���%���W�U�L�D�O
Phase III, randomized 
 placebo-controlled 
clinical trial

• �6�W�X�G�\���S�D�U�W�L�F�L�S�D�Q�W�V: patients with high risk after neoadjuvant chemotherapy (N = 1,250)
• �7�U�H�D�W�P�H�Q�W: �S�D�O�E�R�F�L�F�O�L�E�����������P�J���G�D�L�O�\���������Z�H�H�N�V���R�Q�������Z�H�H�N���R�•���I�R�U�������\�H�D�U
• �3�U�L�P�D�U�\���H�Q�G�S�R�L�Q�W: iDFS 

�• Control: 77.7%�• CDK 4/6 group: 81.2% [HR = 0.93; p = 0.525; median follow-up = 42.8 months]

�$�S�S�U�R�Y�D�O���I�R�U���F�O�L�Q�L�F�D�O���X�V�H����������������

European Medicines Agency (EMA) has approved palbociclib, ribociclib, 
�D�Q�G���D�E�H�P�D�F�L�F�O�L�E���I�R�U���W�K�H���W�U�H�D�W�P�H�Q�W���R�I���+�5�����D�Q�G���+�(�5���+���0�%�&��

Ribociclib and abemaciclib are now approved for EBC by both 
FDA and EMA

The United States Food and Drug Administration (FDA) has approved 
palbociclib, abemaciclib, and ribociclib for HR +/HER2– advanced BC 

�(�]�F�D�F�\���D�Q�G���V�D�I�H�W�\���D�F�U�R�V�V���W�K�H���F�O�D�V�V���R�I��
�&�'�.���������L�Q�K�L�E�L�W�R�U�V����

A recent network meta-analysis comparing the 
�H�]�F�D�F�\���D�Q�G���V�D�I�H�W�\���R�I���G�L�•�H�U�H�Q�W���F�R�P�E�L�Q�D�W�L�R�Q�V���R�I��
CDK4/6 inhibitors revealed that abemaciclib 
plus fulvestrant or ribociclib plus AI were 
�S�U�R�P�L�V�L�Q�J���I�R�U���W�K�H���W�U�H�D�W�P�H�Q�W���R�I���+�5�����+�(�5���+��
�0�%�&���Z�L�W�K���V�X�S�H�U�L�R�U���H�]�F�D�F�\���D�Q�G���V�D�I�H�W�\����
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PFS: progression-free survival

*HR: hazard ratio

�7�U�L�D�O

�3�K�D�V�H

N

�7�U�H�D�W�P�H�Q�W�V

�3�U�L�P�D�U�\
�H�Q�G�S�R�L�Q�W

MONARCH-2

III

669

Fulvestrant + abemaciclib
 vs. placebo

PFS 16.4 vs 9.3 months 
(HR = 0.553, 95% CI: 0.449–0.681)

MONARCH-3

III

493

NSAI + abemaciclib 
vs. placebo

PFS 28.18 vs 14.76 months 
(HR = 0.540, 95% CI: 0.418–0.698)

PALOMA-2

III

666

Letrozole + palbociclib 
vs. placebo 

PFS 24.8 vs 14.5 months 
(HR = 0.58, 95% CI: 0.46–0.72)

MONALEESA-2

III

668

Letrozole + ribociclib 
vs. placebo

PFS 25.3 vs 16.0 months 
(HR = 0.568, 95% CI: 0.457–0.704)


