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Biogen Safe Harbor

This news release contains forward-looking statements, including about the potential clinical effects of
lecanemab (LEQEMBI); the potential benefits, safety and efficacy of lecanemab; potential regulatory discussions,
submissions, reviews and approvals and the timing thereof; the treatment of Alzheimer's disease; the anticipated
benefits and potential of Biogen's collaboration arrangements with Eisai; the potential of Biogen's commercial
business and pipeline programs, including lecanemab; and risks and uncertainties associated with drug
development and commercialization. These forward-looking statements may be accompanied by such words as
“aim,” “anticipate,” “believe,” “contemplate,” “continue,” “could,” “estimate,” “expect,” "forecast," “goal,”
“guidance”, “hope,” "intend,” “may,” “objective,” “plan,” “possible,” “potential,” “predict,” “project,” “prospect,”
“should,” “target,” “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
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place undue reliance on these statements. Given their forward-looking nature, these statements involve
substantial risks and uncertainties that may be based on inaccurate assumptions and could cause actual results

to differ materially from those reflected in such statements.

These forward-looking statements are based on management's current beliefs and assumptions and on
information currently available to management. Given their nature, we cannot assure that any outcome expressed
in these forward-looking statements will be realized in whole or in part. We caution that these statements are
subject to risks and uncertainties, many of which are outside of our control and could cause future events or
results to be materially different from those stated or implied in this document, including, among others,
uncertainty of our long-term success in developing, licensing, or acquiring other product candidates or additional
indications for existing products; expectations, plans, prospects and timing of actions relating to product
approvals, approvals of additional indications for our existing products, sales, pricing, growth, reimbursement and
launch of our marketed and pipeline products; the potential impact of increased product competition in the
biopharmaceutical and healthcare industry, as well as any other markets in which we compete, including
increased competition from new originator therapies, generics, prodrugs and biosimilars of existing products and
products approved under abbreviated regulatory pathways; our ability to effectively implement our corporate
strategy; difficulties in obtaining and maintaining adequate coverage, pricing, and reimbursement for our
products; the drivers for growing our business, including our dependence on collaborators and other third parties
for the development, regulatory approval, and commercialization of products and other aspects of our business,
which are outside of our full control; risks related to commercialization of biosimilars, which is subject to such
risks related to our reliance on third-parties, intellectual property, competitive and market challenges and
regulatory compliance; the risk that positive results in a clinical trial may not be replicated in subsequent or
confirmatory trials or success in early stage clinical trials may not be predictive of results in later stage or large
scale clinical trials or trials in other potential indications; risks associated with clinical trials, including our ability
to adequately manage clinical activities, unexpected concerns that may arise from additional data or analysis
obtained during clinical trials, regulatory authorities may require additional information or further studies, or may
fail to approve or may delay approval of our drug candidates; and the occurrence of adverse safety events,
restrictions on use with our products, or product liability claims; and any other risks and uncertainties that are
described in other reports we have filed with the U.S. Securities and Exchange Commission, which are available

on the SEC’s website at www.sec.gov.

These statements speak only as of the date of this press release and are based on information and estimates
available to us at this time. Should known or unknown risks or uncertainties materialize or should underlying
assumptions prove inaccurate, actual results could vary materially from past results and those anticipated,
estimated or projected. Investors are cautioned not to put undue reliance on forward-looking statements. A
further list and description of risks, uncertainties and other matters can be found in our Annual Report on Form
10-K for the fiscal year ended December 31, 2024 and in our subsequent reports on Form 10-Q. Except as required
by law, we do not undertake any obligation to publicly update any forward-looking statements whether as a result

of any new information, future events, changed circumstances or otherwise.

Digital Media Disclosures

From time to time, we have used, or expect in the future to use, our investor relations website
(investors.biogen.com), the Biogen LinkedIn account (linkedin.com/company/biogen) and the Biogen X account
(https://x.com/biogen-) as a means of disclosing information to the public in a broad, non-exclusionary manner,

including for purposes of the SEC’s Regulation Fair Disclosure (Reg FD). Accordingly, investors should monitor


http://www.sec.gov/

our investor relations website and these social media channels in addition to our press releases, SEC filings,
public conference calls and websites, as the information posted on them could be material to investors.
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	抗Aβ抗体レカネマブの皮下注射製剤「LEQEMBI® IQLIK™」について、早期アルツハイマー病に対する初期療法からの投与を可能とする生物製剤承認一部変更申請が米国FDAに受理され、優先審査に指定

