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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 “anticipate,” “believe,” “could,” “estimate,” “expect,” “forecast,” “intend,” “may,” “plan,” “potential,” “project,” “target,” “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;

• 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, filing 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, cost savings, and charges related to our corporate restructuring initiatives;

• 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 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 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; and

• the impact of new laws and accounting standards.

These forward-looking statements involve risks and uncertainties, including those that are described in the “ Risk Factors” section of 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
Throughout this report, “Biogen,” the “Company,” “we,” “us” and “our” refer to Biogen Inc. (formerly Biogen Idec Inc.) and its consolidated

subsidiaries. References to “RITUXAN” refer 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 “ANGIOMAX” refers to both ANGIOMAX (the trade name for bivalirudin in the U.S.,
Canada and Latin America) and ANGIOX (the trade name for bivalirudin in Europe).
 

NOTE REGARDING TRADEMARKS
ALPROLIX®, AVONEX®, BENEPALI®, ELOCTATE®, FLIXABI®, PLEGRIDY®, RITUXAN®, TECFIDERA® and TYSABRI® are registered

trademarks of Biogen. FUMADERMTM and ZINBRYTATM are trademarks of Biogen. 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, manufacturing and delivering therapies to patients for the

treatment of neurodegenerative diseases, hematologic conditions and autoimmune disorders.

Our marketed products include TECFIDERA, AVONEX, PLEGRIDY, TYSABRI and FAMPYRA for multiple sclerosis (MS), ELOCTATE for
hemophilia A and ALPROLIX for hemophilia B, and FUMADERM for the treatment of severe plaque psoriasis. We also have a collaboration agreement
with Genentech, Inc. (Genentech), a wholly-owned member of the Roche Group (Roche Group), which entitles us to 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 indicated for
the treatment of CLL, and other potential anti-CD20 therapies.

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 areas of our scientific, manufacturing and technical expertise and scientific
adjacencies. In addition to our innovative drug development efforts, we aim to leverage our manufacturing capabilities and scientific expertise to extend
our mission to improve the lives of patients living with serious diseases through the development, manufacture and marketing of biosimilars through
Samsung Bioepis, our joint venture with Samsung BioLogics Co. Ltd. (Samsung Biologics).



 

Key Developments
During 2015 and early 2016, we had a number of key developments affecting our business.

Corporate Matters

Company Name Change
In March 2015, we changed our name from Biogen Idec Inc. to Biogen Inc.

Corporate Restructuring
In October 2015, we announced a corporate restructuring, which includes a reduction in workforce and discontinuation of certain programs. We are

reinvesting the resulting savings to support key commercial activities and the advancement of our pipeline candidates.

Capital Allocation
In 2015, our capital allocation strategy included the following elements:

Share Repurchase
Program

l Returned approximately $5.0 billion to our shareholders through our share repurchase program
l Utilized a portion of the proceeds from our $6.0 billion senior unsecured debt offering completed in September 2015 to fund our
share repurchase program

   
   

Acquisitions and
Collaborations

l Acquired Convergence Pharmaceuticals (Convergence), a clinical-stage biopharmaceutical company with a focus on
developing product candidates for neuropathic pain

l Obtained exclusive worldwide license, excluding Asia, from Mitsubishi Tanabe Pharma Corporation (MTPC) to amiselimod (MT-
1303), a late stage experimental medicine with potential in multiple autoimmune indications

l Entered into a collaboration agreement with Applied Genetic Technologies Corporation (AGTC) to develop gene-based
therapies for multiple ophthalmic diseases

   
   

Investment in
Manufacturing

l Acquired land in Solothurn, Switzerland, where we plan to build a biologics manufacturing facility in the Commune of Luterbach
over the next several years

l Acquired the drug product manufacturing facility and supporting infrastructure of Eisai, Inc. (Eisai) in Research Triangle Park
(RTP), North Carolina

Corporate Responsibility

Environmental Sustainability

In 2015, we were named the biotechnology industry leader on the
Dow Jones Sustainability World Index, an index that tracks the economic,
environmental and social strategy and performance of the 2,500 largest
companies in the S&P Global Broad Market Index.

In 2015, we announced that we achieved carbon neutrality, meaning
we believe we have effectively neutralized all of the carbon emissions
associated with our business.

 

Humanitarian Aid

In 2014, we and Swedish Orphan Biovitrum AB (publ) (Sobi) began
working with the World Federation of Hemophilia (WFH) to help people
with hemophilia in the developing world through our pledge to donate up
to one billion international units (IUs) of clotting factor therapy for
humanitarian use, of which up to 500 million IUs will be donated to WFH
USA over a period of five years. In 2015, we made the first shipments of
hemophilia therapy to WFH USA.

 



Product/Pipeline Developments

Multiple Sclerosis
ZINBRYTA (daclizumab high yield process)

l In March 2015, the European Medicines Agency (EMA) validated our marketing authorization application (MAA) for ZINBRYTA for the treatment
of relapsing forms of MS in the European Union (E.U.).

  l In April 2015, the U.S. Food and Drug Administration (FDA) accepted our Biologics License Application (BLA) for ZINBRYTA for the treatment of
relapsing forms of MS in the United States (U.S.).

TYSABRI (natalizumab)
l In July 2015, the results of ACTION, our Phase 2 trial investigating TYSABRI in acute ischemic stroke, did not demonstrate an impact on change
in infarct volume, the primary endpoint. Exploratory endpoints suggested that TYSABRI had a beneficial impact on patient functional deficits.

  l In October 2015, the results of ASCEND, our Phase 3 study evaluating TYSABRI in secondary progressive MS (SPMS), did not achieve its
primary and secondary endpoints, and the development of TYSABRI in SPMS was discontinued.

Anti-LINGO
l In January 2015, we announced top-line results from RENEW, our Phase 2 acute optic neuritis trial.

Hemophilia
ELOCTATE [Antihemophilic Factor (Recombinant), Fc Fusion Protein]

l In November 2015, the European Commission (EC) approved ELOCTA, the approved trade name for ELOCTATE in the E.U., for the treatment
of hemophilia A.

  l Sobi has assumed final development and commercialization of ELOCTA in their territory, which essentially includes Europe, North Africa, Russia,
and certain markets in the Middle East (Sobi Territory).

ALPROLIX [Coagulation Factor IX (Recombinant), Fc Fusion Protein]
l In June 2015, the EMA validated our MAA for ALPROLIX for the treatment of hemophilia B.

  l In July 2015, Sobi exercised its option to assume final development and commercialization of ALPROLIX in the Sobi Territory.

Neurodegeneration
Aducanumab (BIIB037)

l In March 2015 and July 2015, we announced data from pre-specified interim analyses of PRIME, our Phase 1b study of aducanumab.
  l In September 2015, we enrolled our first patient in our two global Phase 3 studies, ENGAGE and EMERGE, to assess the efficacy and safety of

aducanumab in people with early Alzheimer's disease. In October 2015, we announced that we received FDA agreement on a special protocol
assessment on the Phase 3 study protocols. Such agreement constitutes FDA’s concurrence on the design and size of the clinical trials which
will form the basis for approval of aducanumab.

Other Programs
Nusinersen (ISIS-SMNRx)

l In June 2015, our collaborator, Ionis Pharmaceuticals, Inc. (Ionis), formerly known as Isis Pharmaceuticals, Inc., announced additional data from
two Phase 2 studies of nusinersen for the treatment of SMA in infants and children. There are two ongoing Phase 3 studies of nusinersen.



Genentech Relationships
GAZYVA (obinutuzumab)

l In February 2015, the Roche Group announced positive results from its Phase 3 GADOLIN study of GAZYVA in non-Hodgkin’s lymphoma.
Ocrelizumab

l In June 2015, the Roche Group announced positive results from two Phase 3 studies evaluating ocrelizumab compared with interferon beta-1a
in people with relapsing forms of MS.

  l In September 2015, the Roche Group announced positive results from a Phase 3 study evaluating ocrelizumab in people with primary
progressive MS (PPMS).

  l Under our agreement with Genentech, if ocrelizumab is approved, we will receive tiered royalty payments on sales of ocrelizumab.

Biosimilars (Samsung Bioepis - Biogen's Joint Venture with Samsung Biologics)
BENEPALI

l In November 2015, Samsung Bioepis received a positive opinion from the Committee for Medicinal Products for Human Use (CHMP) for the
MAA for BENEPALI, an etanercept biosimilar referencing ENBREL. In January 2016, the EC approved the MAA for BENEPALI for marketing in
the E.U. Under our agreement with Samsung Bioepis, we will manufacture and commercialize BENEPALI in specified E.U. countries.

FLIXABI
l In March 2015, the EMA validated and accepted Samsung Bioepis’ MAA for FLIXABI, an infliximab biosimilar candidate referencing REMICADE.

Discontinued Programs
l During 2015, we discontinued several programs, including our study of Neublastin in neuropathic pain, our Phase 3 program for TECFIDERA in
SPMS, our Phase 3 program evaluating TYSABRI in SPMS, the development of anti-TWEAK in lupus nephritis, and certain activities in
immunology and fibrosis research.



 

Marketed Products
The following graphs show our product sales and unconsolidated joint business revenues by principal product and geography as a percentage of

revenue for the years ended December 31, 2015, 2014 and 2013.

(1) Other includes FAMPYRA, ELOCTATE, ALPROLIX and FUMADERM

 

Product sales for TECFIDERA, AVONEX and TYSABRI and unconsolidated joint business revenues for RITUXAN each accounted for more than
10% of our total revenue for the years ended December 31, 2015, 2014 and 2013. For additional financial information about our product and other
revenues and geographic areas in which we operate, please read Note 24, Segment Information to our consolidated financial statements, Item 6.
Selected Financial Data and Item 7. Management's Discussion and Analysis of Financial Condition and Results of Operations included in this report. A
discussion of the risks attendant to our operations is set forth in the “Risk Factors” section of this report.
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