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CAMBRIDGE, Mass., Dec. 09, 2022 (GLOBE NEWSWIRE) -- Biogen Inc. (Nasdaq: BIIB) – announced that the U.S. Food and Drug Administration
(FDA) has accepted for review the abbreviated Biologics License Application (aBLA) for BIIB800, a biosimilar candidate referencing ACTEMRA®1
(tocilizumab), an anti-interleukin-6 receptor monoclonal antibody.

ACTEMRA® is indicated for several indications, including moderate to severe rheumatoid arthritis in adults as well as juvenile idiopathic polyarthritis
and systemic juvenile idiopathic arthritis.

“The FDA filing is supported by Phase 3 data from a comparative clinical trial demonstrating equivalent efficacy and a comparable safety and
immunogenicity profile to the reference product,” said Ian Henshaw, Head of Global Biosimilars at Biogen. “We look forward to working with regulators
to bring this potential treatment option for people with immune mediated inflammatory diseases.”

As previously reported, positive Phase 32 data for BIIB800 up to week 24 was presented at the European Congress of Rheumatology on June 3, 2022.
The BIIB800 clinical program included a Phase 3 multicenter, multinational, randomized, double-blind, parallel-group, active-control global study,
designed to evaluate the efficacy, safety, pharmacokinetics and immunogenicity of BIIB800 compared to ACTEMRA® in 621 patients with moderate to
severe rheumatoid arthritis with inadequate response to methotrexate. The data from the Phase 3 comparative clinical trial demonstrated that the
biosimilar candidate BIIB800 has equivalent efficacy and comparable safety and immunogenicity profile to the reference tocilizumab product. The
one-year Phase 3 results were presented at the American College of Rheumatology (ACR) on November 10, 2022.

Biosimilars are biological products that have been demonstrated to be similar in efficacy and safety to the originator’s reference product, with the
advantage that they offer healthcare savings and promote sustainable access to therapies. Savings in the United States from 2020 until 2024 as a
result of biosimilars across therapeutic areas are projected to exceed $100 billion.3

In September 2022, the Marketing Authorization Application (MAA) for BIIB800 was accepted for review by the European Medicines Agency (EMA).

Biogen announced in April 2021 that it entered into a commercialization and license agreement with Bio-Thera Solutions, Ltd. to develop, manufacture
and commercialize BIIB800. Biogen has exclusive regulatory, manufacturing and commercial rights to BIIB800 in all countries excluding China
(including Hong Kong, Macau and Taiwan).

About Biogen
As pioneers in neuroscience, Biogen discovers, develops, and delivers worldwide innovative therapies for people living with serious neurological
diseases as well as related therapeutic adjacencies. One of the world’s first global biotechnology companies, Biogen was founded in 1978 by Charles
Weissmann, Heinz Schaller, Sir Kenneth Murray, and Nobel Prize winners Walter Gilbert and Phillip Sharp. Today, Biogen has a leading portfolio of
medicines to treat multiple sclerosis, has introduced the first approved treatment for spinal muscular atrophy, and developed the first and only
approved treatment to address a defining pathology of Alzheimer’s disease. Biogen is also commercializing biosimilars and focusing on advancing one
of the industry’s most diversified pipelines in neuroscience that will transform the standard of care for patients in several areas of high unmet need.

We routinely post information that may be important to investors on our website at www.biogen.com. Follow us on social
media - Twitter, LinkedIn, Facebook, YouTube.

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, relating to the potential benefits, safety and efficacy of BIIB800; potential benefits of our collaboration with Bio-Thera;
risks and uncertainties associated with drug development and commercialization; the potential of Biogen’s commercial business and pipeline
programs; Biogen’s strategy and plans; and potential cost healthcare savings related to biosimilars. These forward-looking statements may be
accompanied by words such as “aim,” “anticipate,” “believe,” “could,” “estimate,” “expect,” “forecast,” “intend,” “may,” “plan,” “potential,” “possible,”
“will,” “would” and other words and terms of similar meaning. Drug development and commercialization involve a high degree of risk, and only a small
number of research and development programs result in commercialization of a product. Results in early stage clinical trials may not be indicative of
full results or results from later stage or larger scale clinical trials and do not ensure regulatory approval. You should not place undue reliance on these
statements or the scientific data presented.

These statements involve risks and uncertainties that could cause actual results to differ materially from those reflected in such statements, including
without limitation, risks that risks of unexpected costs or delays or other unexpected hurdles; uncertainty of success in the development and potential
commercialization of BIIB800, which may be impacted by, among other things, unexpected concerns that may arise from additional data or analysis,
the occurrence of adverse safety events, failure to obtain regulatory approvals in certain jurisdictions, failure to protect and enforce data, intellectual
property and other proprietary rights and uncertainties relating to intellectual property claims and challenges; risks of legal actions, regulatory scrutiny
or other challenges to biosimilars; the direct and indirect impacts of the ongoing COVID-19 pandemic on Biogen’s business, results of operations and
financial condition; the risks of doing business internationally, including currency exchange rate fluctuations; product liability claims; and third party
collaboration risks. The foregoing sets forth many, but not all, of the factors that could cause actual results to differ from Biogen’s expectations in any
forward-looking statement. Investors should consider this cautionary statement, as well as the risk factors identified in Biogen’s most recent annual or
quarterly report and in other reports Biogen has filed with the U.S. Securities and Exchange Commission. These statements are based on Biogen’s
current beliefs and expectations and speak only as of the date of this news release. Biogen does not undertake any obligation to publicly update any
forward-looking statements, whether as a result of new information, future developments or otherwise.

References:

ACTEMRA® is a registered trademark of Genentech, Inc.1. 

https://www.globenewswire.com/Tracker?data=8G2i4K4bJLBo6eItpu3rDGdN7D-snzWT2X477CjVnNy4uH5iMidU9aYf84fvf5Opd7qGjxW5lAdQYtkC1W9yDA==
https://www.globenewswire.com/Tracker?data=GGz-RsafR3cO9qu-KROQxpldnvGYCh1tSBhdtwMYc0SXN9tzTqlwGKOBFIFiSujzUDr4H-fgEqk3AO42LRZ8HjWNOL_949y6MhmkA1RAcEnJC0Iw-V-dvor-p8WyxeG6TJUwuOS2T9j8ZmP4Z2Pg4uaJ7NmoafDn5c-of9MOtJriYGAQ68HcEA8K0PHObGVVTiEafB32WUVkB7oGVTfpcNTRRmBaNl_kCCAXC1SYF0HEIYX58ZHBwe-ny9umm2fkBXRdRo2_1AdLBSQwhzBIsyM-JTqPVsik6QAeMErPgUQEWAoGjVCrptROVepxHNkN
https://www.globenewswire.com/Tracker?data=iDk1ONrvJkDkScH26idgNdZbrpfjW739YR1SQ9e2iMM4rF7Ox9QW81FbfLiN_NY2lsJmiBouxRMsBgGfqWSQ-BC-WsAqzLG-ZTkhH_R5SU1bT9CAyy2QBBbQgf-bgxlbF1gfnDPicybbrFQ7fd0X0qtFkDpFgBYO2pURrmIuiKOZrhmT5qWO6HJxUGZapATRrQz2FMBp0_BatnwkgDKl3SlmNnAsEa8nlxg9Scw7wkyiSl7ohS94ppLI4DuhJkXHcATMTIKDnPNBg9P_ZsyLiGnGJJtmFhPUAANZTqqkfPus6ssyi1XK-aM89ireKdUo
https://www.globenewswire.com/Tracker?data=h5SqzYa5EfzDP2vc_FNQJ9t-n4TPVU53pR-nuDbhAHo9q4GYVstSSv68SVaNzXs771GV9IzlT828DNhkGyB7hDA2rVZ2QPGfRnzLe4x8ijIn8kT5bCDwJTi6_wUEksjcFEW-ZhtojVRefGe4OnSWCCy2hAuv6KoneJG8zgsvY1E_beSicQPYWZ_AxpRT5MJUlb-vaYaXtpDu2Vng9Nbdf2tz_UYGkuhFp7PDASqz0aQ6bz58jTy_Bbajbsn4NQ35SlVcMbOg-CtN6ZrC0eh7m45pAL2dedG4j0WDInVy79LqG7s5-1prDsKJWFcRJnzWCtJUeBD8rLg7PHBLCuObmw==
https://www.globenewswire.com/Tracker?data=tCi9aJEGwul84e7kEpO-XBkvPtLS_s24wYGg5gpjLMrLZecHFdwetlxZktH-01ABt2IWqHI3USbGqyLcr9bgFqNyC8ElrNnf7QZJ0AGIL23ai5MhuKrJZvWvtKcDC6f4-aveiJiBtgDJs9nskErL2LuhONm3gXwI7oLglrHqxUQYPMLH_CIHS9G96-T9ypAs0cZtyKXqY09CWEXvQJwMkV5IbXks_Zp7nWM7q4y538Jt1kVp5OCxib2C4wqEO5xOsmKU3C9-1sq9Zk5PY92RdMMo3WHYNGTHYWXuXKwwFVXsM8zGm6gXQoqWAOdWMBUj
https://www.globenewswire.com/Tracker?data=GN0z0n7K8cs3XUj69tHo3WQoRNze6eIjpFu-ksw9zxZN8-LsOEZGwur5pr3CMRvWp8r8Vxw8he2zCK3sBdQtwlECFB6IIvoZJsRu3lh0i8-rLm_xImJ6TIPnmA7uTKgKd9U3G4iPcI5KAt6D-Pol6HrZHIDydk_4r67mwHHxUuCHzQT4_iKZaocWGLZ8uWtZI09CHmfQKShC1zJxt94fj0afKgZRHUJPLQ6nGU57g7vENFo91YEepE2MclIpV_pnUKg4FW2Jc8CmpvUT_NsSn7jljo8gZZeIDSAC3fT7kUkOcdaPhjjgYEQIZpUJgoUA


https://ard.bmj.com/content/annrheumdis/81/Suppl_1/388.2.full.pdf Leng X, et al. Ann Rheum Dis. 2022;81(suppl. 1):3882. 
IQVIA Institute for Human Data Science. Biosimilars in the United States 2020–2024 Competition, Savings, and
Sustainability Institute Report, Sep 29, 2020. Available at: https://www.iqvia.com/insights/the-iqvia-institute/reports
/biosimilars-in-the-united-states-2020-2024

3. 

MEDIA CONTACT:
Biogen
Jack Cox
+ 1 210 544 7920
public.affairs@biogen.com

INVESTOR CONTACT:
Biogen
Mike Hencke
+1 781 464 2442
IR@biogen.com

 

https://ard.bmj.com/content/annrheumdis/81/Suppl_1/388.2.full.pdf
https://www.iqvia.com/insights/the-iqvia-institute/reports/biosimilars-in-the-united-states-2020-2024
mailto:public.affairs@biogen.com
mailto:IR@biogen.com

