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NOTE REGARDING FORWARD-LOOKING STATEMENTS
This report contains forward-looking statements that are being made pursuant to the provisions of the Private Securities Litigation Reform Act of

1995 (the Act) with the intention of obtaining the benefits of the “Safe Harbor” provisions of the Act. These forward-looking statements may be
accompanied by such words as “aim,” “anticipate,” “believe,” “could,” “estimate,” “expect,” “forecast,” “intend,” “may,” “plan,” “potential,” “possible,” “will”
and other words and terms of similar meaning. Reference is made in particular to forward-looking statements regarding:

• the anticipated amount, timing and accounting of revenues, contingent payments, milestone, royalty and other payments under licensing,
collaboration or acquisition agreements, tax positions and contingencies, collectability of receivables, pre-approval inventory, cost of sales, research
and development costs, compensation and other selling, general and administrative expenses, amortization of intangible assets, foreign currency
exchange risk, estimated fair value of assets and liabilities and impairment assessments;

• expectations, plans and prospects relating to sales, pricing, growth and launch of our marketed and pipeline products;

• our plans to invest in emerging growth areas such as pain, ophthalmology, neuropsychiatry and acute neurology;

• the potential impact of increased product competition in the markets in which we compete;

• patent terms, patent term extensions, patent office actions and expected availability and period of regulatory exclusivity;

• the costs and timing of potential clinical trials, filings and approvals, and the potential therapeutic scope of the development and commercialization
of our and our collaborators’ pipeline products;

• the drivers for growing our business, including our plans and intent to commit resources relating to business development opportunities and
research and development programs;

• the anticipated benefits and the potential costs and expenses related to our current or future initiatives to streamline our operations and reallocate
resources;

• our manufacturing capacity, use of third-party contract manufacturing organizations and plans and timing relating to the expansion of our
manufacturing capabilities, including anticipated investments and activities in new manufacturing facilities;

• the potential impact on our results of operations and liquidity of the United Kingdom's (U.K.) intent to voluntarily depart from the European Union
(E.U.);

• the impact of the continued uncertainty of the credit and economic conditions in certain countries in Europe and our collection of accounts receivable
in such countries;

• the potential impact of healthcare reform in the United States (U.S.) and measures being taken worldwide designed to reduce healthcare costs to
constrain the overall level of government expenditures, including the impact of pricing actions and reduced reimbursement for our products;

• the timing, outcome and impact of administrative, regulatory, legal and other proceedings related to our patents and other proprietary and intellectual
property rights, tax audits, assessments and settlements, pricing matters, sales and promotional practices, product liability and other matters;

• lease commitments, purchase obligations and the timing and satisfaction of other contractual obligations;

• our ability to finance our operations and business initiatives and obtain funding for such activities;

• the anticipated benefits, costs and tax treatment of the spin-off of our hemophilia business; and

• the impact of new laws, including the Tax Cuts and Jobs Act of 2017, and accounting standards.

These forward-looking statements involve risks and uncertainties, including those that are described in Item 1A. Risk Factors included in this report
and elsewhere in this report that could cause actual results to differ materially from those reflected in such statements. You should not place undue
reliance on these statements. Forward-looking statements speak only as of the date of this report. Except as required by law, we do not undertake any
obligation to publicly update any forward-looking statements, whether as a result of new information, future developments or otherwise.



 

NOTE REGARDING COMPANY AND PRODUCT REFERENCES
References in this report to:

• “Biogen,” the “company,” “we,” “us” and “our” refer to Biogen Inc. and its consolidated subsidiaries;

• “RITUXAN” refers to both RITUXAN (the trade name for rituximab in the U.S., Canada and Japan) and MabThera (the trade name for rituximab
outside the U.S., Canada and Japan); and

• "ELOCTATE" refers to both ELOCTATE (the trade name for Antihemophilic Factor (recombinant), Fc Fusion Protein in the U.S., Canada and Japan)
and ELOCTA (the trade name for Antihemophilic Factor (recombinant), Fc Fusion Protein in the E.U.).

 

NOTE REGARDING TRADEMARKS
AVONEX®, PLEGRIDY®, RITUXAN®, RITUXAN HYCELA®, SPINRAZA®, TECFIDERA®, TYSABRI® and ZINBRYTA® are registered trademarks

of Biogen. BENEPALITM, FLIXABITM, FUMADERMTM and IMRALDITM are trademarks of Biogen. ALPROLIX®, ELOCTATE®, ENBREL®,
FAMPYRATM, GAZYVA®, HUMIRA®, OCREVUS®, REMICADE® and other trademarks referenced in this report are the property of their respective
owners.



 

PART I
 
Item 1.     Business

Overview

Biogen is a global biopharmaceutical company focused on discovering, developing and delivering worldwide innovative therapies for people living
with serious neurological and neurodegenerative diseases, including in our core growth areas of multiple sclerosis (MS) and neuroimmunology,
Alzheimer’s disease (AD) and dementia, movement disorders and neuromuscular disorders, including spinal muscular atrophy (SMA) and amyotrophic
lateral sclerosis (ALS). We also plan to invest in emerging growth areas such as pain, ophthalmology, neuropsychiatry and acute neurology. In addition,
we are employing innovative technologies to discover potential treatments for rare and genetic disorders, including new ways of treating diseases
through gene therapy in the previously mentioned areas. We also manufacture and commercialize biosimilars of advanced biologics.
corporatestrategy.jpg

Our marketed products include TECFIDERA, AVONEX, PLEGRIDY, TYSABRI, ZINBRYTA and FAMPYRA for the treatment of MS, SPINRAZA for
the treatment of SMA and FUMADERM for the treatment of severe plaque psoriasis. We also have certain business and financial rights with respect to
RITUXAN for the treatment of non-Hodgkin's lymphoma, chronic lymphocytic leukemia (CLL) and other conditions, GAZYVA for the treatment of CLL and
follicular lymphoma, OCREVUS for the treatment of primary progressive MS and relapsing MS and other potential anti-CD20 therapies under a
collaboration agreement with Genentech, Inc. (Genentech), a wholly-owned member of the Roche Group.

We support our drug discovery and development efforts through the commitment of significant resources to discovery, research and development
programs and business development opportunities, particularly within our core and emerging growth areas. For nearly two decades we have led in the
research and development of new therapies to treat MS, resulting in our leading portfolio of MS treatments. Now our research is focused on additional
improvements in the treatment of MS, such as the development of next generation therapies for MS, with a goal to reverse or possibly repair damage
caused by the disease. We are also applying our scientific expertise to solve some of the most challenging and complex diseases, including AD,
progressive supranuclear palsy (PSP), a rare condition that affects movement, speech, vision and cognitive function, Parkinson's disease and ALS.

Our innovative drug development and commercialization activities are complemented by our biosimilar therapies that expand access to medicines
and reduce the cost burden for healthcare systems. We are leveraging our manufacturing capabilities and know-how to develop, manufacture and market
biosimilars through Samsung Bioepis, our joint venture with Samsung BioLogics Co. Ltd. (Samsung Biologics). Under our commercial agreement, we
market and sell BENEPALI, an etanercept biosimilar referencing ENBREL, and FLIXABI, an infliximab biosimilar referencing REMICADE, in the E.U.



 

Key Developments
During 2017 we had a number of key developments affecting our business.

Corporate Matters

2017 Corporate Strategy
In July 2017 we announced an updated strategic framework to

optimize the value of our MS business while investing for the future
across our core growth areas of MS and neuroimmunology, AD and
dementia, movement disorders and neuromuscular diseases, including
SMA and ALS. We also plan to invest in emerging growth areas such as
pain, ophthalmology, neuropsychiatry and acute neurology.

In order to deliver positive results in the near term while investing in
the next stages of our growth, we will focus on the following strategic
priorities:

• maximizing the resilience of our MS core business;

• accelerating efforts in SMA as a significant new growth opportunity;

• developing and expanding our neuroscience portfolio;

• focusing our capital allocation efforts to drive investment for future
growth; and

• creating a leaner and simpler operating model to streamline our
operations and reallocate resources towards prioritized research
and development and commercial value creation opportunities.

In October 2017, in connection with creating a leaner and simpler
operating model, we approved a corporate restructuring program
intended to streamline our operations and reallocate resources. We
expect to make total non-recurring operating and capital expenditures of
up to $170.0 million, primarily in 2018, and our goal is to redirect
resources of up to $400.0 million annually by 2020 to prioritized research
and development and other value creation opportunities.

TECFIDERA Settlement and License Agreement
In January 2017 we entered into a settlement and license

agreement with Forward Pharma A/S (Forward Pharma). Pursuant to this
agreement, we obtained U.S. and rest of world licenses to Forward
Pharma’s intellectual property, including Forward Pharma’s intellectual
property related to TECFIDERA. In exchange, we paid Forward Pharma
$1.25 billion in cash. During the fourth quarter of 2016 we recognized a
pre-tax charge of $454.8 million and in the first quarter of 2017 we
recognized intangible assets of $795.2 million related to this agreement.

 
We have two intellectual property disputes with Forward Pharma,

one in the U.S. and one in the E.U., concerning intellectual property
related to TECFIDERA. In March 2017 the U.S. intellectual property
dispute was decided in our favor. Forward Pharma appealed to the U.S.
Court of Appeals for the Federal Circuit and the appeal is pending. We
evaluated the recoverability of the U.S. asset acquired from Forward
Pharma and recorded an impairment charge in the first quarter of 2017 to
adjust the carrying value of the acquired U.S. asset to fair value reflecting
the impact of the developments in the U.S. legal dispute. In January 2018
the European Patent Office (EPO) announced its decision revoking
Forward Pharma’s European Patent No. 2 801 355. Forward Pharma has
stated that it expects to file an appeal to the Technical Board of Appeal of
the EPO. Based upon our assessment of these rulings, we continue to
amortize the remaining net book value of the U.S. and rest of world
intangible assets in our consolidated statements of income utilizing an
economic consumption model.

For additional information on our settlement and license agreement
with Forward Pharma and related intangible assets, please read Note 7,
Intangible Assets and Goodwill , to our consolidated financial statements
included in this report. For additional information on these disputes,
please read Note 21, Litigation, to our consolidated financial statements
included in this report.

Tax Reform
The Tax Cuts and Jobs Act of 2017 (the 2017 Tax Act), which was

signed into law on December 22, 2017, has resulted in significant
changes to the U.S. corporate income tax system. These changes
include a federal statutory rate reduction from 35% to 21%, the
elimination or reduction of certain domestic deductions and credits and
limitations on the deductibility of interest expense and executive
compensation. The 2017 Tax Act also transitions international taxation
from a worldwide system to a modified territorial system and includes
base erosion prevention measures on non-U.S. earnings, which has the
effect of subjecting certain earnings of our foreign subsidiaries to U.S.
taxation as global intangible low-taxed income (GILTI). These changes
are effective beginning in 2018.

The 2017 Tax Act also includes a one-time mandatory deemed
repatriation tax on accumulated foreign subsidiaries' previously untaxed
foreign earnings (the Transition Toll Tax).



Changes in tax rates and tax laws are accounted for in the period of
enactment. Therefore, during the year ended December 31, 2017, we
recorded a charge totaling $1,173.6 million related to our current estimate
of the provisions of the 2017 Tax Act, including a $989.6 million expense
under the Transition Toll Tax. The Transition Toll Tax will be paid over an
eight-year period, starting in 2018, and will not accrue interest.

The 2017 Tax Act will provide us with flexibility in deploying our cash
resources to advance our business interests. We expect that it will have a
modest positive effect on our income tax rate in 2018 and a potential
incremental benefit thereafter.

Hemophilia Spin-Off
On February 1, 2017, we completed the spin-off of our hemophilia

business, Bioverativ Inc. (Bioverativ), as an independent, publicly traded
company trading under the symbol "BIVV" on the Nasdaq Global Select
Market. The spin-off was accomplished through the distribution of all the
then outstanding shares of common stock of Bioverativ to Biogen
shareholders, who received one share of Bioverativ common stock for
every two shares of Biogen common stock they owned. The separation
and distribution was structured to be tax-free for shareholders for federal
income tax purposes. Bioverativ assumed all of our rights and obligations
under our collaboration agreement with Swedish Orphan Biovitrum AB
(Sobi) and our collaboration and license agreement with Sangamo
Biosciences Inc. (Sangamo).

Our consolidated results of operations and financial position
included in this report reflect the financial results of our hemophilia
business for all periods through January 31, 2017.

For additional information on the spin-off of our hemophilia business,
please read Note 3, Hemophilia Spin-Off, to our consolidated financial
statements included in this report.

BIIB093 Acquisition
In May 2017 we completed an asset purchase of the Phase 3-ready

candidate BIIB093 (intravenous glibencamide) (formerly known as
CIRARA) from Remedy Pharmaceuticals Inc. (Remedy). The target
indication for BIIB093 is large hemispheric infarction (LHI), a severe form
of ischemic stroke where brain swelling (cerebral edema) often leads to a
disproportionately large share of stroke-related morbidity and mortality.
The U.S. Food and Drug Administration (FDA) recently granted BIIB093
Orphan Drug Designation for severe cerebral edema in patients with
acute ischemic (AI) stroke. The FDA has also granted BIIB093 Fast
Track designation.

 
Under this agreement, we are responsible for the future

development and commercialization of BIIB093. Remedy will share in the
cost of development for the target indication for BIIB093 in LHI stroke.

For additional information on our transaction with Remedy, please
read Note 2, Acquisitions, to our consolidated financial statements
included in this report.

BIIB092 License Agreement
In June 2017 we completed an exclusive license agreement with

Bristol-Myers Squibb Company (BMS) for BIIB092 (formerly known as
BMS-986168), a Phase 2-ready experimental medicine with potential in
AD and PSP. BIIB092 is an antibody targeting tau, the protein that forms
the deposits, or tangles, in the brain associated with AD and other
neurodegenerative tauopathies such as PSP.

Under this agreement, we received worldwide rights to BIIB092 and
are responsible for the full development and global commercialization of
BIIB092 in AD and PSP.

For additional information on our collaboration arrangement with
BMS, please read Note 20, Collaborative and Other Relationships, to our
consolidated financial statements included in this report.

Eisai Collaboration Agreement
In October 2017 we entered into a new collaboration agreement

with Eisai Co. Ltd. (Eisai) for the joint development and
commercialization of aducanumab, our anti-amyloid beta antibody
candidate for AD (Aducanumab Collaboration Agreement). Under the
Aducanumab Collaboration Agreement, we will continue to lead the
ongoing Phase 3 development of aducanumab and will remain
responsible for 100% of development costs for aducanumab until April
2018. Eisai will then reimburse us for 15% of aducanumab development
expenses for the period April 2018 through December 2018, and 45%
thereafter. Upon commercialization, both companies will co-promote
aducanumab with a region-based profit split.

In addition, we and Eisai will continue to jointly develop two product
candidates for AD, BAN2401, a monoclonal antibody that targets amyloid
beta aggregates, and E2609, a BACE inhibitor.

We and Eisai will co-promote AVONEX, TYSABRI and TECFIDERA
in Japan in certain settings and Eisai will distribute AVONEX, TYSABRI,
TECFIDERA and PLEGRIDY in India and other Asia-Pacific markets,
excluding China.



For additional information on our collaboration arrangement with
Eisai, please read Note 20, Collaborative and Other Relationships,  to our
consolidated financial statements included in this report.

Neurimmune Collaboration Agreement
In October 2017 we amended the terms of our collaboration and

license agreement with Neurimmune Subone AG (Neurimmune). Under
the amended agreement, we made a $150.0 million payment to
Neurimmune, which is reflected as a charge to noncontrolling interests, in
exchange for a 15% reduction in royalty rates payable on products
developed under the agreement, including on potential commercial sales
of aducanumab. Our royalty rates payable on products developed under
the agreement, including on potential commercial sales of aducanumab,
will now range from the high single digits to low-teens.

Under the amended agreement, we also have an option that will
expire in April 2018 to further reduce our royalty rates payable on
products developed under the agreement, including on potential
commercial sales of aducanumab, by an additional 5% in exchange for a
$50.0 million payment to Neurimmune.

For additional information on our collaboration arrangement with
Neurimmune, please read Note 19, Investments in Variable Interest
Entities, to our consolidated financial statements included in this report.

BIIB098 License Agreement
In November 2017 we entered into an exclusive license and

collaboration agreement with Alkermes Pharma Ireland Limited, a
subsidiary of Alkermes plc (Alkermes), for BIIB098 (formerly known as
ALKS 8700), an oral monomethyl fumarate (MMF) prodrug in Phase 3
development for the treatment of relapsing forms of MS.

Under this agreement, we received an exclusive, worldwide license
to develop and commercialize BIIB098 and will pay Alkermes a royalty
on potential worldwide net sales of BIIB098. Beginning in 2018 we are
responsible for all development expenses related to BIIB098. Alkermes
will maintain responsibility for regulatory interactions with the FDA
through the potential approval of the New Drug Application (NDA) for
BIIB098 for the treatment of MS.

For additional information on our collaboration arrangement with
Alkermes, please read Note 20, Collaborative and Other Relationships,
to our consolidated financial statements included in this report .

 
Ionis Collaboration Agreement

In December 2017 we entered into a new collaboration agreement
with Ionis Pharmaceuticals Inc. (Ionis) to identify new antisense
oligonucleotide (ASO) drug candidates for the treatment of SMA. Under
this agreement, we have the option to license therapies arising out of this
collaboration and will be responsible for the development and
commercialization of these therapies.

For additional information on our new collaboration arrangement
with Ionis, please read Note 20, Collaborative and Other Relationships ,
to our consolidated financial statements included in this report.

Management Changes
During 2017 we appointed several new executives, each of whom

has significant experience in the biopharmaceutical industry and is a
leader in his or her functional area. These appointments included:

• Michel Vounatsos, Chief Executive Officer;

• Jeffrey Capello, Executive Vice President and Chief Financial
Officer;

• Ginger Gregory, Executive Vice President and Chief Human
Resources Officer; and

• Chirfi Guindo, Executive Vice President and Head of Global
Marketing, Market Access and Customer Innovation.

For additional information on these and our other executive officers,
please read the subsection entitled “Our Executive Officers” included in
this report.



 

Product/Pipeline Developments
Core Growth Areas
Multiple Sclerosis and Neuroimmunology
TECFIDERA (dimethyl fumarate)

• In April 2017 we presented new real-world data evidence supporting TECFIDERA at the 69 th annual meeting of the American Academy of
Neurology (AAN) in Boston, MA.

We presented a comparison of real-world data that supported TECFIDERA’s strong efficacy relative to other oral MS therapies, both in newly-
treated MS patients and those previously treated with a prior disease modifying therapy (DMT). Subgroup analyses of the open-label studies
PROTEC and RESPOND assessed TECFIDERA in early MS and early switch patients, respectively. Results showed that TECFIDERA significantly
reduced the annualized relapse rate over one year in the early MS subgroups, including those who switched to TECFIDERA from a prior DMT.
Additional data presented at the AAN meeting affirmed the well-characterized, long-term safety profile of TECFIDERA in patients treated for up to
nine years.

TYSABRI (natalizumab)
• In February 2017 the Committee for Medicinal Products for Human Use (CHMP) of the European Medicines Agency (EMA) adopted a positive

opinion to update the TYSABRI E.U. label with pediatric information to remove the contraindication in pediatrics and to describe the results of the
post-marketing meta-analysis of pediatric data. The label update entitles us to apply for a six-month extension to the E.U. patent Supplementary
Protection Certificate.

• In April 2017 we presented new real-world data from the TYSABRI Observational Program that confirmed the efficacy of TYSABRI and
demonstrated that early and continued treatment leads to better clinical outcomes. These data were presented at the 69th annual meeting of AAN in
Boston, MA.

FAMPYRA (prolonged-release fampridine tablets)
• In May 2017 the European Commission (EC) granted a standard marketing authorization for FAMPYRA for walking improvement in people with

MS.

ZINBRYTA (daclizumab)
• In July 2017 the EMA announced that it had provisionally restricted the use of ZINBRYTA to adult patients with highly active relapsing disease

despite a full and adequate course of treatment with at least one DMT or with rapidly evolving severe relapsing MS who are unsuitable for treatment
with other DMTs. These restrictions followed the initiation of an EMA review (referred to as an Article 20 Procedure) of ZINBRYTA following the
report of a case of fatal fulminant liver failure, as well as four cases of serious liver injury.

• In October 2017, as part of the Article 20 Procedure of ZINBRYTA, the EMA Pharmacovigilance Risk Assessment Committee (PRAC) completed its
assessment and recommended a further set of restrictions on the use of ZINBRYTA by MS patients.

• In November 2017 the CHMP adopted an opinion, confirming the PRAC's recommendations, for further restrictions to minimize the risk of serious
liver injury with ZINBRYTA, including restriction of its use to adult patients with relapsing forms of MS who have had an inadequate response to at
least two DMTs and for whom treatment with any other DMT is contraindicated or otherwise unsuitable. In January 2018 the EC adopted a final and
legally-binding decision, which concluded the Article 20 Procedure, confirming the CHMP opinion. As a result of the CHMP's recommendation of
these restrictions, we recorded net impairment charges related to intangible assets, inventory, property, plant and equipment and prepaid tax
assets, totaling approximately $190.8 million. Offsetting these amounts was an unrecorded tax benefit related to certain ZINBRYTA related assets
totaling approximately $93.8 million.

Opicinumab (anti-LINGO-1)
• In October 2017 we initiated the Phase 2b clinical trial AFFINITY, designed to evaluate opicinumab as an investigational add-on therapy in people

with relapsing MS. The trial follows the comprehensive review of SYNERGY, a Phase 2 trial, which identified a specific population that may be more
likely to respond to treatment.
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