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Forward-Looking Statements 
This presentation contains forward-looking statements, including statements relating to: Biogen’s commercial business; pipeline programs; clinical 

trials; anticipated data readouts and presentations; regulatory filings and the timing thereof; reimbursement decisions; and the timing of the 

anticipated spin-off and launch of Bioverativ.  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. 

You should not place undue reliance on these statements. 

These statements involve risks and uncertainties that could cause actual results to differ materially from those reflected in such statements, 

including: our dependence on sales from our principal products; failure to compete effectively due to significant product competition in the markets 

for our products; difficulties in obtaining and maintaining adequate coverage, pricing and reimbursement for our products; risks associated with 

current and potential future healthcare reforms; the occurrence of adverse safety events, restrictions on use with our products or product liability 

claims; failure to protect and enforce our data, intellectual property and other proprietary rights and the risks and uncertainties relating to intellectual 

property claims and challenges; uncertainty of long-term success in developing, licensing or acquiring other product candidates or additional 

indications for existing products; 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; 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 relating to management and key personnel changes, including attracting and retaining key 

personnel; problems with our manufacturing processes; 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 control;  failure to successfully execute on 

our growth initiatives; risks relating to the proposed spin-off of our hemophilia business, including risks of completion and ability to achieve some or 

all of the anticipated benefits; risks relating to technology failures or breaches; failure to comply with legal and regulatory requirements; risks related 

to indebtedness; the risks of doing business internationally, including currency exchange rate fluctuations;  fluctuations in our effective tax rate; 

risks relating to investment in and expansion of manufacturing capacity for future clinical and commercial requirements; risks related to 

commercialization of biosimilars; risks related to investment in properties; the market, interest and credit risks associated with our portfolio of 

marketable securities; risks relating to stock repurchase programs; risks relating to access to capital and credit markets; environmental risks; risks 

relating to the sale and distribution by third parties of counterfeit versions of our products; risks relating to the use of social media for our business; 

change in control provisions in certain of our collaboration agreements; and the other risks and uncertainties that are described in the Risk Factors 

section of our most recent annual or quarterly report and in other reports we have filed with the SEC. 

These statements are based on our current beliefs and expectations and speak only as of the date of this presentation. We do not undertake any 

obligation to publicly update any forward-looking statements. 

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. The following are trademarks of the 

respective companies listed: ENBREL® - Immunex Corporation, FAMPYRATM – Acorda Therapeutics, Inc., GAZYVA® and OCREVUS® – 

Genentech, Inc., HUMIRA® - AbbVie Biotechnology Ltd., and REMICADE® - Janssen Biotech, Inc.. Other trademarks referenced in this 

presentation are the property of their respective owners. 
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Q3 2016 Earnings Call Agenda 

Introduction 
Matt Calistri 

Investor Relations 

Overview 
George Scangos, Ph.D. 

Chief Executive Officer 

R&D Update 
Michael Ehlers, M.D., Ph.D. 

EVP, Research & Development 

Commercial Update 
Michel Vounatsos 

EVP, Chief Commercial Officer 

Financial Update 
Paul Clancy 

EVP, Chief Financial Officer 

Closing Remarks 
George Scangos, Ph.D. 

Chief Executive Officer 

Available for Q&A 
Al Sandrock, M.D., Ph.D. 

EVP, Chief Medical Officer  
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Overview 
George Scangos, Ph.D.  

Chief Executive Officer 
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Third Quarter 2016 Highlights 

Financial Update 

• Generated a record $3 billion in total 

revenues, a 6% increase versus prior year 

• 13% growth in GAAP diluted EPS and 16% 

growth in non-GAAP diluted EPS year-over-

year 

 

R&D Update 

• Positive interim analysis of ENDEAR study 

of nusinersen in infantile-onset spinal 

muscular atrophy (SMA) 

• Completed rolling submission of nusinersen 

with the FDA and filed Marketing 

Authorization Application in Europe  

• Aducanumab preclinical research and Phase 

1b results published in Nature 

• Aducanumab received Fast Track 

designation from FDA 

 

Commercial Update 

• Launched ZINBRYTA in US and Germany in 

collaboration with AbbVie 

• Growing number of patients benefiting from our 

portfolio of multiple sclerosis therapies 

• Filed Form 10 for spin-off of our hemophilia 

business into a separate independent, publicly 

traded company – known as Bioverativ 

• Expect to complete in early 2017 

• Doubled biosimilar revenues versus prior 

quarter 

• BENEPALI launching in additional markets 

and gaining share at a rate previously 

unseen for a biosimilar anti-TNF 

• Launched FLIXABI (infliximab) 

A reconciliation of our GAAP to non-GAAP financial results is at the end of this presentation 
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R&D Update 
Michael Ehlers, M.D., Ph.D. 

EVP, Research & Development 
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2016 ECTRIMS Congress 

TECFIDERA (dimethyl fumarate) 

 Real-world data and new clinical evidence that 

demonstrate TECFIDERA consistently delivers 

strong, sustained efficacy in reducing disease 

activity among newly diagnosed and previously 

treated patients with relapsing-remitting multiple 

sclerosis (RRMS). Additional data affirm 

TECFIDERA’s well-characterized safety profile in 

patients who have had up to nine years of treatment. 

ZINBRYTA (daclizumab high-yield process)* 

 A new analysis from the pivotal DECIDE study that further 

supports the positive impact of ZINBRYTA on “no evidence 

of disease activity” (NEDA), and the first interim results 

from the ongoing EXTEND study, providing up to five years 

of efficacy and safety data.  

Opicinumab (anti-LINGO-1) 

 Detailed results evaluating opicinumab (anti-LINGO-1) in 

people with relapsing forms of MS from the Phase 2 

SYNERGY study, the largest study investigating 

remyelination conducted to date.  

Biogen Demonstrates Commitment to 

Improving Patient Outcomes 
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Significant Progress Advancing Nusinersen  

* Hammersmith Infant Neurological Examination  

• Demonstrated a highly statistically significant (p<0.0001) 

and clinically meaningful improvement in the 

achievement of motor milestones, as measured by the 

HINE* 

• Data from the other endpoints analyzed were also 

consistently in favor of the treated infants 

• Favorable safety profile 

Positive Interim Readout of ENDEAR 

Regulatory Progress 

• Completed rolling submission of a New Drug Application to 

the FDA; applied for Priority Review 

• Filed Marketing Authorization Application to the EMA; 

granted Accelerated Assessment status 

• Seeking a broad label for the treatment of SMA in our 

current filing applications 

• Expecting to initiate regulatory filings in other countries in 

the coming months 

Nusinersen Filed with FDA and EMA Based 

on Positive Interim Analysis of ENDEAR 
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Nusinersen: Data Highlights Presented at  

2016 World Muscle Society Congress 

Interim Safety Data from Phase 3 

ENDEAR Trial  

 Safety results from the interim analysis of the 

Phase 3 ENDEAR study presented demonstrated 

a favorable safety profile. 

Supportive Data from Ongoing Open-

Label Phase 2 Trials  

 Exploratory efficacy and safety data from the open-label 

Phase 2 trials (CS2/CS12) in twenty-eight patients with 

later-onset SMA (consistent with Types 2 or 3) showed 

that children with SMA treated with nusinersen exhibited 

improvement on several measures of motor function for 

up to nearly three years.  

First Clinical Data in Pre-Symptomatic 

SMA Patients 

 The interim analysis of the ongoing, open-label, 30-

month, Phase 2 NURTURE study showed that 

nusinersen-treated infants exhibited improvements 

in motor function and motor milestones such as full 

head control, independent sitting, standing with 

support, standing unaided, and walking with support, 

as measured by validated scales. 
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Exciting Developments for Aducanumab 

• Results from preclinical research and the 

Phase 1b study of aducanumab featured on 

the cover of Nature  

• Granted Fast Track Designation by the FDA 

• Recent interim analysis from the Phase 1b 

study, PRIME:  

• Efficacy and safety were consistent with 

results previously reported 

• Results support the design of the ongoing 

Phase 3 ENGAGE and EMERGE studies 

• Titration cohort and a portion of the long term 

extension data from PRIME expected at 

CTAD 2016 

 

Featured on Cover of September 1st 

Issue of Nature 
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PHASE I PHASE II PHASE III FILED 

Multiple Sclerosis Opicinumab (anti-LINGO) 

Primary Progressive & Relapsing Multiple Sclerosis OCREVUS (ocrelizumab)* 

Front-Line Indolent Non Hodgkin’s Lymphoma GAZYVA (obinutuzumab)*   

Alzheimer's Disease E2609 (BACE inhibitor)* 

Acute Ischemic Stroke Natalizumab (α4-integrin inhibitor) 

Erythromelalgia  BIIB074‡ (Nav1.7 inhibitor) 

Alzheimer's Disease BAN2401 (Aβ mAb)* 

Multiple Sclerosis BIIB061 (Oral remyelination) 

BIIB065 (IONIS-DMPK-2.5Rx)* Myotonic Dystrophy 

Dapirolizumab pegol (anti-CD40L)* Lupus 

BIIB059 (anti-BDCA2) Lupus 

X-linked Retinoschisis (Phase 1/2) XLRS gene therapy* 

BIIB054 (anti-ɑ-synuclein) Parkinson’s Disease 

PHASE I PHASE II PHASE III FILED 

Alzheimer's Disease Aducanumab (Aβ mAb)*  

Spinal Muscular Atrophy Nusinersen (IONIS-SMNRx)* 

Idiopathic Pulmonary Fibrosis BG00011 (STX-100) 

Multiple Immunology Indications in Europe Biosimilar adalimumab* 

SOD1-ALS# BIIB067 (IONIS-SOD1Rx)* 

Filed in US/EU 

Filed in EU 

Autoimmune / MS BIIB068 (BTK inhibitor) 

Filed in US/EU 

Lumbosacral Radiculopathy BIIB074‡ (Nav1.7 inhibitor) 

Trigeminal Neuralgia BIIB074‡ (Nav1.7 inhibitor) 

Pipeline 

* Collaboration programs  ‡ Formerly referred to as raxatrigine  # Amyotrophic Lateral Sclerosis  
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Commercial Update 
Michel Vounatsos 

EVP, Chief Commercial Officer  
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MS Franchise Sales 
($) MILLIONS 

$2,223 $2,241 
$2,114 

$2,234 $2,280 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

FAMPYRA ZINBRYTA AVONEX

PLEGRIDY TYSABRI TECFIDERA

Global Leader in Multiple Sclerosis 

Q3 2016 Highlights 

• MS revenues increased 3% versus Q3 2015 

• 5% increase excluding FX2 

• MS revenues increased 2% versus Q2 2016 

• 2.5% increase excluding FX2 

 

Biogen Products Treat ~ 38% of All 

Treated MS Patients Globally1 

Numbers may not foot due to rounding.  
1 Biogen data on file 2The impact of foreign exchange and changes in hedge results 
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Rolling out revamped 

customer engagement 

model and enhancing 

multi-channel 

marketing.  

Develop “beyond the 

pill” solutions to 

strengthen our 

leadership role in MS. 

Advancing identified 

opportunities to 

improve MS care.  

Launched MS Paths 

initiative to create real 

world data repository. 

Identified our 

prioritized growth 

opportunities.  Driving 

follow through. 

Executing Across 4 Key Priorities 

Portfolio Strategy Trust & Value 
Commercial 

Excellence 

Medical 

Leadership 
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Q3 2016 Highlights 

• Revenue vs. Q2 2016  and  Q3 2015 

  

 

 

 

• Global patient share of 15% 

• In the US, stable patient share of ~ 20% 

• Patients in Europe increased ~ 30% versus Q3 2015 

• Most prescribed MS therapy in Germany, France, the UK, 

and Italy 

• In the US, TECFIDERA benefited by approximately $40 

million to $50 million versus Q2 2016 due to inventory 

build in the channel 

• Ex-US, TECFIDERA decreased by $17 million versus Q2 

2016 largely driven by parallel trade dynamics  

• Versus Q3 2015, foreign exchange and hedge impact 

weakened TECFIDERA revenues by approximately $17 

million 

Global TECFIDERA Performance 

TECFIDERA Revenue ($M) 

∆Q/Q ∆Y/Y 

WW + 5% and + 10% 

US + 8% and + 12% 

ROW (9%) and + 3% 

$754 $785 $744 $780 
$845 

$183 
$208 

$202 
$206 

$189 
$937 

$993 
$946 

$987 
$1,034 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

ROW

US

The Most Prescribed Oral MS 

Therapy Globally 

Numbers may not foot due to rounding. 
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Q3 2016 Highlights 

• Revenue vs. Q2 2016   and   Q3 2015 

 

 

 

 

• Steady incremental share gains globally, driven by 

increased share in the US and emerging markets 

• Growing 1st line use in the US 

• Label updated in European Union, Japan, Canada, 

and Switzerland to incorporate risk stratification based 

on JC virus antibody index values 

• Ex-US, TYSABRI revenue benefited by $20 million 

from favorable adjustment to discounts and 

allowances  

• Versus Q3 2015, foreign exchange and hedge impact 

weakened TYSABRI revenues by approximately $16 

million 

 

 

Global TYSABRI Performance 

TYSABRI Revenue ($M) 

$284 $278 $288 $305 $301 

$196 $203 $189 
$192 $214 

$480 $481 $477 
$497 

$515 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

ROW

US

∆Q/Q ∆Y/Y 

WW + 4% and + 7% 

US (1%) and + 6% 

ROW + 11% and + 9% 

Numbers may not foot due to rounding. 
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Q3 2016 Highlights 

• Total interferon  

Revenue vs. Q2 2016   and  Q3 2015 

 

 

 

 

• PLEGRIDY helping to slow the decline of our 

interferons, but not completely compensating for the 

loss of AVONEX patients. 

• US AVONEX revenue weakened by approximately 

$10 million versus Q2 2016 due to a drawdown in 

wholesale inventory 

• Versus Q3 last year, foreign exchange and hedge 

impact weakened interferon revenues by 

approximately $20 million 

 

 

 

Global Interferon Performance 

Interferon Revenues ($M) 

∆Q/Q ∆Y/Y 

WW (3%) and (10%) 

US (3%) and (6%) 

ROW (3%) and (18%) 

$467 $440 $400 $442 $422 

$71 
$67 

$67 
$77 $84 

$218 
$197 

$164 
$163 $158 

$29 
$36 

$39 

$46 $44 

$785 
$740 

$670 
$728 $708 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

PLEG ROW

AVX ROW

PLEG US

AVX US

Numbers may not foot due to rounding. 
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New Product Launches 

Biosimilars Highlights 

• Now available in 13 countries 

• BENEPALI conversion rate superior to first 

infliximab biosimilar in Europe in most markets 

• Up to 60-80% in Norway and Denmark 

• FLIXABI now available in Germany, UK, and 

Netherlands 

 

ZINBRYTA Highlights 

• Launched in US and Germany; approved in 

Australia 

• Strong early interest from physicians and 

patients 

• Over half of US target physicians enrolled in 

REMS* Program 

• Capturing many switching patients who 

otherwise might not have chosen a Biogen 

product 

* Risk Evaluation and Mitigation Strategy 
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Financial Update 
Paul Clancy 

EVP, Chief Financial Officer  
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A reconciliation of our GAAP to non-GAAP financial results is at the end of this presentation. 

Q3 2016 Financial Performance 

Total 

$2,778 

$2,956 

Q3-15 Q3-16

+6% 

$2,392 

$2,540 

Q3-15 Q3-16

+6% 

Revenues ($M)  

Product 

$4.48 

$5.19 

Q3-15 Q3-16

+16% 

$4.15 

$4.71 

Q3-15 Q3-16

+13% 

Diluted EPS ($)  

Non-GAAP GAAP 



21 

Q3 2016 Financial Results Summary: Revenues 1/2 

Numbers may not foot due to rounding.  Percent changes represented as favorable & (unfavorable). For all periods, there were 

no adjustments between GAAP and non-GAAP revenues.  
1 Net of Hedge 

$ in Millions Q3 2016 Q2 2016 Q3 2015  Q/Q  Y/Y 

TECFIDERA US $845  $780  $754  8%  12%  

TECFIDERA ROW1 $189  $206  $183  (9%) 3%  

Total TECFIDERA Sales1 $1,034  $987  $937  5%  10%  

AVONEX US  $422  $442  $467  (5%) (10%) 

AVONEX ROW1 $158  $163  $218  (3%) (27%) 

Total AVONEX Sales1 $580  $606  $685  (4%) (15%) 

PLEGRIDY US $84  $77  $71  9%  19%  

PLEGRIDY ROW1 $44  $46  $29  (4%) 52%  

Total PLEGRIDY Sales1 $128  $123  $100  4%  28%  

Total Interferon Sales1 $708  $728  $785  (3%) (10%) 

TYSABRI US $301  $305  $284  (1%) 6%  

TYSABRI ROW1 $214  $192  $196  11%  9%  

Total TYSABRI Sales1 $515  $497  $480  4%  7%  

FAMPYRA1 $21  $22  $21  (3%) (0%) 

ZINBRYTA ROW $2 - - NMF NMF 

Total MS Sales1 $2,280  $2,234  $2,223  2%  3%  
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Q3 2016 Financial Results Summary: Revenues 2/2 

Numbers may not foot due to rounding.  Percent changes represented as favorable & (unfavorable). For all periods, there were 

no adjustments between GAAP and non-GAAP revenues.  
1 Net of Hedge 2 US profit share = US profit share + expense reimbursement 

$ in Millions Q3 2016 Q2 2016 Q3 2015  Q/Q  Y/Y 

ELOCTATE US $110  $110  $87  (0%) 26%  

ELOCTATE ROW $22  $14  $4  51%  513%  

Total ELOCTATE Sales $132  $125  $91  6%  46%  

ALPROLIX US $67  $63  $59  6%  14%  

ALPROLIX ROW $19  $17  $7  7%  166%  

Total ALPROLIX Sales $85  $80  $66  6%  30%  

Total Hemophilia Sales $217  $205  $156  6%  39%  

FUMADERM Sales $11  $12  $12  (4%) (9%) 

Biosimilars Sales $31  $15  $0  101%  NMF 

Total Product Sales1 $2,540  $2,466  $2,392  3%  6%  

RITUXAN/GAZYVA US Profit Share2 $301  $334  $320  (10%) (6%) 

RITUXAN ROW Royalty $17  $15  $17  8%  (4%) 

Revenues from Anti-CD20 Therapeutic Programs $318  $349  $337  (9%) (6%) 

Other Revenues $99  $79  $49  25%  101%  

Total Revenue $2,956  $2,894  $2,778  2%  6%  
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Accounting Treatment for ZINBRYTA 

Overall Economics with AbbVie 

• Biogen and AbbVie conduct ZINBRYTA co-promotion activities in the US, E.U., and Canadian territories (Collaboration 

Territory).  Biogen is solely responsible for commercialization in the rest of the world.  

• Profits and costs shared 50/50 in Collaboration Territory.   

• In the rest of the world, Biogen is responsible for all development costs and most other costs and will pay a tiered 

royalty to AbbVie on net sales in the low to high teens. 

• Biogen is responsible for manufacturing and R&D activities in both the Collaboration Territory and rest of the world and will 

record these activities to their respective lines, net of 50% reimbursement of R&D expenditures from AbbVie. 

 

US 

AbbVie 

Biogen 

Product 

Revenue 

50% of profit/loss from commercial 

activities recorded under Other 

Revenues (can be contra-revenue) 

EU & Canada 

Biogen 

AbbVie 

Product 

Revenue 

50% of profit/loss from commercial 

activities recorded as expense 

under Collaboration Profit Sharing 

(can be contra-expense) 

COGS &  

SG&A 
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$ in Millions Q3 2016 Q2 2016 Q3 2015 
 

Q/Q 

 

Y/Y 

GAAP Cost of Sales $417  $370  $310  (13%) (34%) 

 % of Total Revenues 14% 13% 11%     

Non-GAAP Cost of Sales $396  $354  $310  (12%) (28%) 

  % of Total Revenues 13% 12% 11%     

GAAP R&D Expenses $529 $473  $520  (12%) (2%) 

 % of Total Revenues 18% 16% 19%     

Non-GAAP R&D Expenses $529  $473  $520  (12%) (2%) 

  % of Total Revenues 18% 16% 19%     

GAAP SG&A Expenses $463  $492  $478  6%  3%  

 % of Total Revenues 16% 17% 17%     

Non-GAAP SG&A Expenses $461  $489  $478  6%  4%  

  % of Total Revenues 16% 17% 17%     

GAAP Amortization of 

Acquired Intangibles 
$100  $93  $98  (7%) (2%) 

Non-GAAP Amortization of 

Acquired Intangibles 
$3  $3  $4  11%  26%  

Collaboration Profit Sharing $5  ($6) $0  183%  NMF 

Q3 2016 Financial Results Summary 

Numbers may not foot due to rounding.  Percent changes represented as favorable & (unfavorable). A reconciliation of our 

GAAP to non-GAAP financial results is at the end of this presentation.  
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$ in Millions except EPS 

Shares in Millions 
Q3 2016 Q2 2016 Q3 2015  Q/Q  Y/Y 

Other Income (Expense), net ($58) ($59) ($15) 1% (277%) 

GAAP Tax Rate 25% 25% 24% 

Non-GAAP Tax Rate 25% 25% 24%     

Equity in Loss of Investee, net of tax1 $0  $0  $7  NMF NMF 

Net Income (Loss) Attributable to Noncontrolling Interests ($3)  ($1)  $54 NMF NMF 

Weighted average diluted shares used in calculating 

diluted EPS 
219  219  233  0% 6%  

GAAP Net Income Attributable to Biogen $1,033  $1,050  $966  (2%) 7%  

GAAP EPS $4.71  $4.79  $4.15  (2%) 13% 

Non-GAAP Net Income Attributable to Biogen $1,138  $1,142  $1,042  (0%) 9%  

Non-GAAP EPS $5.19  $5.21  $4.48  (0%) 16% 

Q3 2016 Financial Results Summary 

Note: Numbers may not foot due to rounding.  Percent changes represented as favorable & (unfavorable).  A reconciliation of our GAAP 

to non-GAAP financial results is at the end of this presentation. 
1 Represents our share of the results of operations related to our investment in Samsung Bioepis. 
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Closing Remarks 
George Scangos, Ph.D.  

Chief Executive Officer 
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1 • Scientific advances and innovative trial 

designs yielding previously unseen 

results and insights 

• Aducanumab and other potential advances 

for Alzheimer’s 

• Harnessing wealth of data from SYNERGY 

trial to learn about remyelination, and 

advancing opicinumab 

• Success with nusinersen highlights 

potential for new mechanisms and 

modalities in neurology 

Entering a Transformative Era for Neurodegeneration 
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Questions & Answers 
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Biogen 
Appendix 
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Q3 2016 Impact of Foreign Exchange and Hedging 

Actuals 
Hedge Gains (Losses) 

in the Quarter 

FX Impact w/o 

Hedge 

Favorable / 

(Unfavorable) 

Hedge Impact 

Favorable/ 

(Unfavorable) 

Total Impact 

Favorable/ 

(Unfavorable) 

Q3’16 Q3’16 Q2’16 Q3’15 
Vs. 

Q2’16 

Vs. 

Q3’15 

Vs. 

Q2’16 

Vs. 

Q3’15 

Vs. 

Q2’16 

Vs. 

Q3’15 

Total Revenues $2,956 ($5) ($4) $44 ($9) ($5) ($1) ($49) ($10) ($54) 

TECFIDERA $1,034 ($2) ($2) $13 ($4) ($3) ($0) ($15) ($4) ($17) 

Interferon $708 ($2) ($1) $18 ($2) ($1) ($0) ($19) ($3) ($20) 

TYSABRI $515 ($2) ($1) $12 ($3) ($3) ($0) ($14) ($3) ($16) 

Amounts are in millions. Numbers may not foot due to rounding. 



31 

$17 $17 $17 $15 $17 

$320 $317 $313 $334 $301 $337 $334 $329 $349 $318 

$959 $947 $975 
$1,033 

$962 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

ROW Royalty BIIB US Profit Share BIIB Revenue US Net Sales

RITUXAN and GAZYVA Performance 

Revenues from Anti-CD20 Therapeutic Programs ($M) 

Note: In collaboration with Roche and Genentech.  Numbers may not foot due to rounding.                   
1 BIIB US profit share = US profit share + expense reimbursement 

 

1 

Q3 2016 Highlights 

Revenue vs. Q2 2016 and    Q3 2015 

 

 

 

 

 

  

 

∆Q/Q ∆Y/Y 

US Net Sales (7%) and + 0% 

US Profit Share1 (10%) and  (6%) 

ROW Royalty + 8% and (4%) 

BIIB Revenue (9%) and (6%) 
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Q3 2016 Highlights 

• Revenue vs. Q2 2016   and     Q3 2015 

 

 

 

 

 

 

 

 

ELOCTATE Performance 

ELOCTATE Revenue ($M) 

$87 
$96 $99 

$110 $110 

$4 
$5 

$9 

$14 
$22 

$91 

$101 
$108 

$125 
$132 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

ROW

US

∆Q/Q ∆Y/Y 

WW + 6% and + 46% 

US (0%) and + 26% 

ROW + 51% and + 513% 

Note: Numbers may not foot due to rounding. ROW revenues include Japan and Canada 
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Note: Numbers may not foot due to rounding. ROW revenues include Japan and Canada 

Q3 2016 Highlights 

• Revenue vs. Q2 2016  and   Q3 2015 

 

 

 

 

 

 

ALPROLIX Performance 

ALPROLIX Revenue ($M) 

$59 $60 $65 $63 $67 

$7 
$11 

$10 $17 
$19 

$66 
$71 

$75 
$80 

$85 

Q3-15 Q4-15 Q1-16 Q2-16 Q3-16

ROW

US

∆Q/Q ∆Y/Y 

WW + 6% and + 30% 

US + 6% and + 14% 

ROW + 7% and + 166% 
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Neurology Late Stage Programs - MS 

Molecule OCREVUS (OCRELIZUMAB)2 

Trial Name OPERA I OPERA II ORATORIO 

Phase Phase III  Phase III Phase III  

Indication RMS RMS PPMS 

Administration IV/Infusion IV/Infusion IV/Infusion 

Target 

Enrollment 
800 800 630 

Design 

Active 

comparator trial 

vs. Ifn β 1-A 

(Rebif) 

Active 

comparator trial 

vs. Ifn β 1-A 

(Rebif) 

Placebo 

comparator 

Primary 

Endpoint 

ARR at 96 

Weeks 

ARR at 96 

Weeks 

Time to 

sustained 

disability 

progression 

Status 
Filed in US & 

EU 

Filed in US & 

EU 

Filed in US & 

EU 

1 Collaboration with AbbVie Biotherapeutics. 
2 Genentech has responsibility for, and is funding 100% of, the further development of Ocrevus in multiple sclerosis and will be 

responsible for commercialization. 
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Neurology Late Stage Programs - Continued 

Molecule Aducanumab1 Nusinersen2 

Trial Name ENGAGE EMERGE ENDEAR CHERISH 

Phase Phase III  Phase III  Phase III Phase III 

Indication 

Early Alzheimer’s 

Disease  

(MMSE 24-30 / 

PET Screened) 

Early Alzheimer’s 

Disease  

(MMSE 24-30 / 

PET Screened) 

Infantile-onset Spinal 

Muscular Atrophy 

(SMA) 

Later-onset Spinal 

Muscular Atrophy 

(SMA) 

Administration Monthly IV/Infusion Monthly IV/Infusion Intrathecal Injection Intrathecal Injection 

Target Enrollment 1350 1350 110 120 

Design 

3 mg/kg, 6 mg/kg, 

and placebo for 

ApoE4 carriers 

6 mg/kg, 10 mg/kg, 

and placebo for 

ApoE4 non-carriers 

All arms include 

titration 

3 mg/kg, 6 mg/kg, 

and placebo for 

ApoE4 carriers 

6 mg/kg, 10 mg/kg, 

and placebo for 

ApoE4 non-carriers 

All arms include 

titration 

12mg intrathecal 

injection versus sham 

procedure 

12mg intrathecal 

injection versus sham 

procedure 

Primary Endpoint 

CDR sum of boxes at 

18 months 

CDR sum of boxes at 

18 months 

Time to death or 

permanent ventilation 

Hammersmith 

Functional Motor Scale-

Expanded (HFMSE) 

Status Currently enrolling Currently enrolling 

Enrollment complete 

Positive interim analysis 

August 2016 

Filed in US & EU 

Enrollment complete 

Data expected 2017 

1 Eisai has the right to opt-in to jointly develop and commercialize aducanumab. 

2 Collaboration with Ionis Pharmaceuticals. 
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Anti-CD20 Late Stage Programs 

Molecule GAZYVA 

Trial Name GOYA GADOLIN GALLIUM 

Phase Phase III Phase III Phase III 

Indication 

Front-line Diffuse Large 

B-cell lymphoma 

(DLBCL) 

Rituxan-refractory 

indolent Non Hodgkin’s 

Lymphoma (iNHL) 

w/maintenance 

Front-line iNHL 

w/maintenance 

Administration IV Infusion IV Infusion IV Infusion 

Target Enrollment 1,418 411 1,401 

Design 

Arm A: GAZYVA plus 

CHOP 

Arm B: RITUXAN plus 

CHOP 

Arm A: GAZYVA plus 

Bendamustine followed 

by GAZYVA maintenance 

Arm B: Bendamustine 

Arm A: GAZYVA plus 

chemotherapy followed 

by GAZYVA maintenance 

Arm B: RITUXAN plus 

chemotherapy followed 

by RITUXAN 

maintenance 

Primary Endpoint Progression-free survival Progression-free survival Progression-free survival 

Status 

Final analysis: Primary 

endpoint not met July 

2016  

Data to be presented at 

upcoming medical 

conference 

Trial stopped at interim 

for efficacy Q1 2015  

Approved by the FDA Q1 

2016 after priority review 

and by EMA Q2 2016  

Data update to be 

presented at upcoming 

medical conference 

Trial stopped at interim 

for efficacy (May 2016)  

Data to be presented at 

upcoming medical 

conference  

Note: In collaboration with, and operationalized by, Genentech. 
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GAAP to Non-GAAP Reconciliation Use of Non-GAAP Financial Measures  
We supplement our consolidated financial statements presented on a 

GAAP basis by providing additional measures which may be considered 

“Non-GAAP” financial measures under applicable SEC rules. We believe 

that the disclosure of these Non-GAAP financial measures provides 

additional insight into the ongoing economics of our business and reflects 

how we manage our business internally, set operational goals and forms 

the basis of our management incentive programs. These Non-GAAP 

financial measures are not in accordance with generally accepted 

accounting principles in the United States and should not be viewed in 

isolation or as a substitute for reported, or GAAP, net income attributable 

to Biogen Inc. and diluted earnings per share. 

 

Our “Non-GAAP net income attributable to Biogen Inc.” and “Non-GAAP 

earnings per share - Diluted” financial measures exclude the following 

items from "GAAP net income attributable to Biogen Inc." and "GAAP 

earnings per share - Diluted": 

 

1. Purchase accounting and merger-related adjustments 

We exclude certain purchase accounting related items associated with 

the acquisition of businesses, assets and amounts in relation to the 

consolidation of variable interest entities for which we are the primary 

beneficiary. These adjustments include charges for in-process research 

and development, the amortization of certain acquired intangible assets 

and fair value remeasurement of our contingent consideration obligations. 

  

2. Hemophilia business separation costs 

We have excluded costs that are directly associated with the proposed 

separation of our hemophilia business into an independent, publicly-

traded company. These costs represent incremental third party costs 

attributable solely to hemophilia separation activities. 

 

3. Restructuring, business transformation and other cost saving 

initiatives 

We exclude costs associated with the company’s execution of certain 

strategies and initiatives to streamline operations, achieve targeted cost 

reductions, rationalize manufacturing facilities or refocus R&D activities. 

These costs may include employee separation costs, retention bonuses, 

facility closing and exit costs, asset impairment charges or additional 

depreciation when the expected useful life of certain assets have been 

shortened due to the changes in anticipated usage, and other costs that 

management believes do not have a direct correlation to our on-going or 

future business operations. 

 

4. Other items 

We evaluate other items of income and expense on an individual basis, 

and consider both the quantitative and qualitative aspects of the item, 

including (i) its size and nature, (ii) whether or not it relates to our ongoing 

business operations, and (iii) whether or not we expect it to occur as part 

of our normal business on a regular basis. We also include an adjustment 

to reflect the related tax effect of all reconciling items within our 

reconciliation of our GAAP to Non-GAAP net income attributable to 

Biogen Inc. 


