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GRANTED FDA FAST TRACK DESIGNATION  

 

TOKYO and CAMBRIDGE, Mass, Dec. 24, 2021 �± Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, 
"Eisai") and Biogen Inc. (Nasdaq: BIIB, Corporate headquarters: Cambridge, Massachusetts, CEO: Michel 
Vounatsos, "Biogen")���D�Q�Q�R�X�Q�F�H�G���W�R�G�D�\���W�K�D�W���O�H�F�D�Q�H�P�D�E�����D�Q���L�Q�Y�H�V�W�L�J�D�W�L�R�Q�D�O���D�Q�W�L���D�P�\�O�R�L�G���E�H�W�D�����$�������S�U�R�W�R�I�L�E�U�L�O��
�D�Q�W�L�E�R�G�\���I�R�U���W�K�H���W�U�H�D�W�P�H�Q�W���R�I���H�D�U�O�\���$�O�]�K�H�L�P�H�U�¶�V���G�L�V�H�D�V�H�����$�'�������Z�D�V���J�U�D�Q�W�H�G���)�D�V�W���7�U�D�F�N���G�H�V�L�J�Q�D�W�L�R�Q���E�\���W�K�H��
�8���6�����)�R�R�G���D�Q�G���'�U�X�J���$�G�P�L�Q�L�V�W�U�D�W�L�R�Q�����)�'�$������FDA granted Breakthrough Therapy designation for lecanemab 
in June of 2021. �%�U�H�D�N�W�K�U�R�X�J�K���7�K�H�U�D�S�\���G�H�V�L�J�Q�D�W�L�R�Q���D�Q�G���)�D�V�W���7�U�D�F�N���G�H�V�L�J�Q�D�W�L�R�Q���D�U�H���W�Z�R���)�'�$���S�U�R�J�U�D�P�V���W�K�D�W��
�D�U�H���L�Q�W�H�Q�G�H�G���W�R���I�D�F�L�O�L�W�D�W�H���D�Q�G���H�[�S�H�G�L�W�H���G�H�Y�H�O�R�S�P�H�Q�W���R�I���Q�H�Z���G�U�X�J�V���W�R���D�G�G�U�H�V�V���X�Q�P�H�W���P�H�G�L�F�D�O���Q�H�H�G���L�Q���W�K�H��
�W�U�H�D�W�P�H�Q�W�� �R�I�� �D�� �V�H�U�L�R�X�V�� �R�U�� �O�L�I�H���W�K�U�H�D�W�H�Q�L�Q�J�� �F�R�Q�G�L�W�L�R�Q�� �V�X�F�K�� �D�V�� �$�'�� �D�Q�G�� �S�U�R�Y�L�G�H�� �R�S�S�R�U�W�X�Q�L�W�L�H�V�� �I�R�U�� �I�U�H�T�X�H�Q�W��
�L�Q�W�H�U�D�F�W�L�R�Q�V���Z�L�W�K���W�K�H���)�'�$�� 

�,�Q���6�H�S�W�H�P�E�H�U���������������(�L�V�D�L���L�Q�L�W�L�D�W�H�G���D���U�R�O�O�L�Q�J���V�X�E�P�L�V�V�L�R�Q���W�R���W�K�H���)�'�$���R�I���D���%�L�R�O�R�J�L�F�V���/�L�F�H�Q�V�H���D�S�S�O�L�F�D�W�L�R�Q�����%�/�$�� 
�I�R�U���O�H�F�D�Q�H�P�D�E���X�Q�G�H�U���W�K�H���D�F�F�H�O�H�U�D�W�H�G���D�S�S�U�R�Y�D�O���S�D�W�K�Z�D�\����The BLA is primarily based on clinical, biomarker 
and safety data from the Phase 2b clinical study 

 in 
�6�W�X�G�\�����������I�X�U�W�K�H�U���V�X�S�S�R�U�W�V���$�����D�V���D���V�X�U�U�R�J�D�W�H���H�Q�G�S�R�L�Q�W���W�K�D�W���L�V���U�H�D�V�R�Q�D�E�O�\���O�L�N�H�O�\���W�R���S�U�H�G�L�F�W���F�O�L�Q�L�F�D�O���E�H�Q�H�I�L�W���� 

�7�K�H���O�H�F�D�Q�H�P�D�E���&�O�D�U�L�W�\���$�'���3�K�D�V�H�������F�O�L�Q�L�F�D�O���V�W�X�G�\���L�Q���H�D�U�O�\���$�'���L�V���R�Q�J�R�L�Q�J���D�Q�G���F�R�P�S�O�H�W�H�G���H�Q�U�R�O�O�P�H�Q�W���L�Q���0�D�U�F�K��
�����������Z�L�W�K���������������S�D�W�L�H�Q�W�V�����7�K�H���)�'�$���K�D�V���D�J�U�H�H�G���W�K�D�W���W�K�H���U�H�V�X�O�W�V���R�I���&�O�D�U�L�W�\���$�'�����Z�K�H�Q���F�R�P�S�O�H�W�H�G�����F�D�Q���V�H�U�Y�H��
�D�V���W�K�H���F�R�Q�I�L�U�P�D�W�R�U�\���V�W�X�G�\���W�R���Y�H�U�L�I�\���W�K�H���F�O�L�Q�L�F�D�O���E�H�Q�H�I�L�W���R�I���O�H�F�D�Q�H�P�D�E�����%�O�L�Q�G�H�G���V�D�I�H�W�\���G�D�W�D���I�U�R�P���&�O�D�U�L�W�\���$�'���L�V��
�L�Q�F�O�X�G�H�G�� �W�R�� �V�X�S�S�R�U�W�� �W�K�H���R�Q�J�R�L�Q�J�� �U�R�O�O�L�Q�J�� �V�X�E�P�L�V�V�L�R�Q�����$�Q�R�W�K�H�U�� �3�K�D�V�H�� ���� �F�O�L�Q�L�F�D�O�� �V�W�X�G�\����AHEAD 3-45, is 
evaluating the efficacy of treatment with lecanemab in participants with preclinical AD and elevated amyloid 
and in participants with early preclinical AD and intermediate amyloid. �$�G�G�L�W�L�R�Q�D�O�O�\���� �(�L�V�D�L���K�D�V���L�Q�L�W�L�D�W�H�G�� �D��
�O�H�F�D�Q�H�P�D�E���V�X�E�F�X�W�D�Q�H�R�X�V���G�R�V�L�Q�J���3�K�D�V�H�������V�W�X�G�\�� 

�$�O�]�K�H�L�P�H�U�¶�V���'�L�V�H�D�V�H is a serious, progressive and devastating disease with few treatment options. Eisai 
and Biogen are committed to bring new treatment options to people living with early AD, their families and 
healthcare professionals who are waiting for them as early as possible. 
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** An 80% or higher estimated probability of demonstrating 25% or greater slowing in clinical decline at 12 
months treatment measured by ADCOMS from baseline compared to placebo. 

 
2. About the U.S. Food and Drug Administration's Fast Track Designation  

https://www.eisai.com/


 

4 
 

�W�K�H���L�Q�G�X�V�W�U�\�¶�V���P�R�V�W diversified pipeline in neuroscience that will transform the standard of care for patients 
in several areas of high unmet need.  
  
In 2020, Biogen launched a bold 20-year, $250 million initiative to address the deeply interrelated issues of 
climate, health, and equity. H�H�D�O�W�K�\�� �&�O�L�P�D�W�H���� �+�H�D�O�W�K�\�� �/�L�Y�H�V�Œ�� �D�L�P�V�� �W�R�� �H�O�L�P�L�Q�D�W�H�� �I�R�V�V�L�O�� �I�X�H�O�V�� �D�F�U�R�V�V�� �W�K�H��
�F�R�P�S�D�Q�\�¶�V���R�S�H�U�D�W�L�R�Q�V�����E�X�L�O�G���F�R�O�O�D�E�R�U�D�W�L�R�Q�V���Z�L�W�K���U�H�Q�R�Z�Q�H�G���L�Q�V�W�L�W�X�W�L�R�Q�V���W�R���D�G�Y�D�Q�F�H���W�K�H���V�F�L�H�Q�F�H���W�R���L�P�S�U�R�Y�H��
human health outcomes, and support underserved communities.  
  
The company routinely posts information that may be important to investors on its website at 
www.biogen.com. To learn more, please visit www.biogen.com and follow Biogen on social media �± Twitter, 
LinkedIn, Facebook, YouTube. 
 
7. Biogen Safe Harbor  
This news release contains forward-looking statements, including statements made pursuant to the safe 
harbor provisions of the Private Securities Litigation Reform Act of 1995, about the potential clinical effects 
of lecanemab; the potential benefits, safety and efficacy of lecanemab; potential regulatory discussions, 
submissions and approvals and the timing thereof; the expected data readout for the Clarity AD study; the 
�W�U�H�D�W�P�H�Q�W�� �R�I�� �$�O�]�K�H�L�P�H�U�¶�V�� �G�L�V�H�D�V�H���� �W�K�H�� �D�Q�W�L�F�L�S�D�W�H�G�� �E�H�Q�H�I�L�W�V�� �D�Q�G�� �S�R�W�H�Q�W�L�D�O�� �R�I�� �%�L�R�J�H�Q�¶�V�� �F�R�O�O�D�E�R�U�D�W�L�R�Q��
arrangements �Z�L�W�K���(�L�V�D�L�����W�K�H���S�R�W�H�Q�W�L�D�O���R�I���%�L�R�J�H�Q�¶�V���F�R�P�P�H�U�F�L�D�O���E�X�V�L�Q�H�V�V���D�Q�G���S�L�S�H�O�L�Q�H���S�U�R�J�U�D�P�V�����L�Q�F�O�X�G�L�Q�J��
lecanemab; and risks and uncertainties associated with drug development and commercialization. These 


