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Non-GAAP financial information
This presentation and the discussions during this conference call include certain financial measures that were not prepared in accordance with accounting
principles generally accepted in the U.S. (GAAP), including adjusted net income, adjusted diluted earnings per share, revenue growth at constant currency,
which excludes the impact of changes in foreign exchange rates and hedging gains or losses, and free cash flow, which is defined as net flow from
operations less capital expenditures. Additional information regarding the GAAP and Non-GAAP financial measures and a reconciliation of the GAAP to
Non-GAAP financial measures can be found on slides 40-43 of this presentation and in the Q3 2021 earnings release and related financial tables posted on
the Investors section of Biogen.com. We believe that these and other Non-GAAP financial measures provide additional insight into the ongoing economics of
our business and reflect how we manage our business internally, set operational goals, and form the basis of our management incentive programs. NonGAAP financial measures are in addition to, not a substitute for, or superior to, measures of financial performance prepared in accordance with GAAP.
We do not provide guidance for GAAP reported financial measures (other than revenue) or a reconciliation of forward-looking Non-GAAP financial measures
to the most directly comparable GAAP reported financial measures because we are unable to predict with reasonable certainty the financial impact of items
such as the transaction, integration, and certain other costs related to acquisitions or large business development transactions; unusual gains and losses;
potential future asset impairments; gains and losses from our equity security investments; and the ultimate outcome of pending significant litigation without
unreasonable effort. These items are uncertain, depend on various factors, and could have a material impact on GAAP reported results for the guidance
period. For the same reasons, we are unable to address the significance of the unavailable information, which could be material to future results.
Note regarding trademarks: AVONEX®, PLEGRIDY®, RITUXAN®, SPINRAZA®, TECFIDERA®, TYSABRI®, and VUMERITY® are registered trademarks of
Biogen. ADUHELM™, BENEPALI™, FLIXABI™, IMRALDI™, and BYOOVIZ™ are trademarks of Biogen. The following are trademarks of the respective
companies listed: GAZYVA® and OCREVUS® – Genentech, Inc. Other trademarks referenced in this presentation are the property of their respective
owners.
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Forward-looking statements
This presentation and the discussions during this conference call contain forward-looking statements, including statements made pursuant to the safe harbor provisions of the Private
Securities Litigation Reform Act of 1995, relating to: our strategy and plans; potential of, and expectations for, our commercial business and pipeline programs; capital allocation and
investment strategy; clinical development programs, clinical trials, and data readouts and presentations; risks and uncertainties associated with drug development and
commercialization; regulatory discussions, submissions, filings, and approvals and the timing thereof; the potential benefits, safety, and efficacy of our and our collaboration partners’
products and investigational therapies; the anticipated benefits and potential of investments, collaborations, and business development activities; our future financial and operating
results; 2021 financial guidance; plans relating to share repurchases. These forward-looking statements may be accompanied by such words as “aim,” “anticipate,” “believe,” “could,”
“estimate,” “expect,” “forecast,” “goal,” “intend,” “may,” “plan,” “potential,” “possible,” “prospect,” “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: our dependence on sales from
our products; uncertainty of long-term success in developing, licensing, or acquiring other product candidates or additional indications for existing products; failure to compete
effectively due to significant product competition in the markets for our products; failure to successfully execute or realize the anticipated benefits of our strategic and growth initiatives;
difficulties in obtaining and maintaining adequate coverage, pricing, and reimbursement for our products; our dependence on collaborators, joint venture partners, 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 associated with
current and potential future healthcare reforms; risks related to commercialization of biosimilars; failure to obtain, protect, and enforce our data, intellectual property, and other
proprietary rights and the risks and uncertainties relating to intellectual property claims and challenges; 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; the occurrence of
adverse safety events, restrictions on use with our products, or product liability claims; risks relating to the distribution and sale by third parties of counterfeit or unfit versions of our
products; risks relating to the use of social media for our business; risks relating to technology failures or breaches; risks relating to management and key personnel changes,
including attracting and retaining key personnel; failure to comply with legal and regulatory requirements; the risks of doing business internationally, including currency exchange rate
fluctuations; risks relating to investment in our manufacturing capacity; problems with our manufacturing processes; fluctuations in our effective tax rate; the direct and indirect impacts
of the ongoing COVID-19 pandemic on our business, results of operations, and financial condition; fluctuations in our operating results; risks related to investment in properties; the
market, interest, and credit risks associated with our investment portfolio; risks relating to share repurchase programs; risks relating to access to capital and credit markets; risks
related to indebtedness; change in control provisions in certain of our collaboration agreements; environmental risks; and any other risks and uncertainties that are described in other
reports we have filed with the U.S. Securities and Exchange Commission (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.
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ADUHELM indication and safety statement
ADUHELM is indicated for the treatment of Alzheimer’s disease. Treatment with ADUHELM should be initiated in patients with mild cognitive impairment or mild dementia stage
of disease, the population in which treatment was initiated in clinical trials. There are no safety or effectiveness data on initiating treatment at earlier or later stages of the
disease than were studied. This indication is approved under accelerated approval based on reduction in amyloid beta plaques observed in patients treated with ADUHELM.
Continued approval for this indication may be contingent upon verification of clinical benefit in a confirmatory trial or trials.
ADUHELM can cause serious side effects including amyloid related imaging abnormalities or ARIA. ARIA is a common side effect that does not usually cause any symptoms
but can be serious. ADUHELM can cause serious allergic reactions. The most common side effects include ARIA, headache and fall.
Please see full prescribing information and patient medication guide at ADUHELM.com.

ADUHELM Medication Guide. Cambridge, MA: Biogen
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Overview
Michel Vounatsos
Chief Executive Officer
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Progress against strategic priorities for the ADUHELM launch
iCARE AD-US
observational Phase 4
study launched

Accelerated
Approval of
ADUHELM by FDA

ADUHELM Phase 3
data presented at
AAIC

June
2021

Eisai initiates rolling
submission of
lecanemab to the FDA

July
2021

Submitted a draft
protocol to the FDA for
the ADUHELM Phase 4
confirmatory study

Obtained a
permanent
ADUHELM J-code –
effective January 1,
2022

ADUHELM
Phase 3 results
manuscript under
peer-review

Lab Corp / Mayo
clinic CSF amyloid
testing program

~120 sites
activated as of Oct
20th

50 sites activated
as of Sept 9th

September
2021

Plasma pTau data
from EMERGE
and ENGAGE
forthcoming
EMBARK redosing study
baseline data to
be presented at
CTAD

DRAFT NCD
decision on
antibodies directed
against amyloid

FINAL NCD decision
on antibodies
directed against
amyloid

November
2021

January
2022

April
2022

October
2021

Recent progress
Progress up to Q2
earnings call

Improve the Community’s
Understanding of our Clinical Data

Anticipated near-term milestones
Support Development of
System Infrastructure

Clarify Reimbursement

Note: Aducanumab and lecanemab are being developed in collaboration with Eisai Co., Ltd
AAIC = Alzheimer’s Association International Conference; CTAD = Clinical Trials on Alzheimer’s Disease; CSF = cerebrospinal fluid; NCD = National Coverage Determination
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Advancing our pipeline in depression and ALS
New zuranolone data and filing path for depression
Positive Phase 2 data of zuranolone in MDD in Japan
NDA submission to the FDA for zuranolone in MDD anticipated to complete
in second half of 2022, with PPD filing expected in first half of 2023

Pivotal readout for tofersen in SOD1-ALS
VALOR Phase 3 study did not meet the primary endpoint, but signs of
slowing disease progression were observed
Biogen is working with key stakeholders on next steps and will expand the
tofersen early access program to the broader SOD1-ALS population
Note: zuranolone is being developed in collaboration with Sage Therapeutics, Inc.
ALS = amyotrophic lateral sclerosis; MDD = major depressive disorder; NDA = new drug application; PPD = postpartum depression
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R&D Update
Al Sandrock, M.D., Ph.D.
Head of Research & Development
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The review team also assessed the relationship between observed SUVR at week 78 and
predicted cumulative AUC at week 78. Data from all three arms (placebo, low-dose, and
high-dose) were pooled within each phase 3 study. The results of these graphical
analyses demonstrate that SUVR values are generally higher in the placebo arm and that
Week 78 SUVR decreases as the Week 78 cumulative AUC increases (see Figure 3
below; please refer to appendix Section 4.3.4.3 for additional details).

Aducanumab - Drug to Biology: PK/PD
Drug

Biology

Disease

Figure 3: SUVR versus predicted cumulative AUC in Phase 3 Study 301 and 302 at
Week 78 for Placebo, Low dose, and High Dose Arms

Graphical assessment evaluating the
relationship between SUVR (amyloid
plaque burden) to cumulative AUC
(aducanumab exposure) in ENGAGE
and EMERGE at week 78
demonstrates that amyloid plaque
burden decreases as cumulative
aducanumab exposure increases

Source: Reviewer’s independent analyses
Source: Aduhelm Approval Package: Office of Clinical Pharmacology, Integrated Clinical Pharmacology Review (pg 24)
Study 301 = ENGAGE Phase 3, Study 2 in US Prescribing Information, 2021; Study 302 = EMERGE Phase 3, Study 1 in US Prescribing Information, 2021
AUC = area under the curve; PD = pharmacodynamic; PK = Pharmacokinetic; SUVr = standardized uptake value ratio
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Figure 5 Group Level Comparison of Reduction in Aβ Plaque Burden (Described
Aducanumab
- Biology to Disease: Association between SUVr
by SUVR (A.) and Centiloid (B.)) and Preserving of Clinical Function across All
and CDR-SB
supporting
surrogate
endpoint
Available
Programs of Ant
Aβ Antibodies under
Development. Multiple dose
levels for each drug candidate are presented.

Drug

Biology

Disease

This data is not intended to show differences in safety or efficacy between or among products.
Source: Aduhelm Approval Package: Office of Clinical Pharmacology, Integrated Clinical Pharmacology Review (pg 30)
Study 301 = ENGAGE Phase 3, Study 2 in US Prescribing Information, 2021; Study 302 = EMERGE Phase 3, Study 1 in US Prescribing Information, 2021; Study 103 = PRIME Phase 1b, Study
3 in US Prescribing Information, 2021
CDR-SB = clinical dementia rating scale – sum of boxes; SUVr = standardized uptake value ratio
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Presented new data on aducanumab and
Alzheimer’s disease pipeline at AAIC
•

Analyses of data from EMERGE, ENGAGE and PRIME support a
relationship between aducanumab-induced changes in biomarkers of
Alzheimer’s disease pathophysiology and slowing of clinical decline

•

Phase 1b study of BIIB080, anti-tau ASO, in patients with mild
Alzheimer’s disease demonstrated a durable, time- and dosedependent decrease of CSF total tau and phospho-tau

Submitted a draft protocol of the Phase 4
confirmatory study of aducanumab to the FDA
Continuing to advance an innovative pipeline in
Alzheimer’s disease

Building long-term
leadership in Alzheimer’s
disease

•

Eisai initiated rolling submission for BLA of lecanemab under
accelerated approval pathway in the U.S.

•

Actively planning the Phase 2 study of BIIB080 in Alzheimer’s disease

Note: Aducanumab and lecanemab are being developed in collaboration with Eisai Co., Ltd.
ASO = antisense oligonucleotide; BLA = biologics license application; CSF = cerebrospinal fluid
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New MS data presented at ECTRIMS 2021
• Results from Phase 3b NOVA study show that EID

natalizumab dosing provides a high level of efficacy in
controlling MS disease activity in patients who switched from
the approved every four-week dosing regimen

• Real-world analysis shows significantly lower risk of relapse
for patients treated with natalizumab compared to
ocrelizumab

• In EVOLVE-MS-2, GI events were less frequent and less
severe with VUMERITY vs. TECFIDERA

• MS PATHS data indicate that 100% of people with MS treated
with natalizumab, interferons, or fumarates achieved an
antibody response following COVID-19 vaccination vs. ~40%
for those treated with anti-CD20 and S1P therapies

Continued
commitment to MS

VUMERITY approval in Switzerland and a
Positive CHMP opinion in the E.U.
CHMP = Committee for Medicinal Products for Human Use; EID = extended interval dosing (every 6-week dosing); MS =
multiple sclerosis; GI = gastrointestinal
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Shionogi Phase 2 study conducted in Japan shows consistent profile of
zuranolone

HAM-D Total Score Change from Baseline

Treatment
Period

Efficacy

Observation period
(no administration)

0
S-812217 30mg (N=82)
S-812217 20mg (N=85)
Placebo (N=82)

-2

Significant improvement over
placebo from 2 days after dosing

-4

• Achieved the primary endpoints at both 20 mg
and 30 mg
– Significant improvement over placebo from Day 3 (first
observation) to Day 15 (end of administration) at 20 mg
and 30 mg of change in total HAM-D score from baseline
– Response rate** was significantly improved on Day 8
and Day 15 compared to placebo

-6

– ⇒ Confirmed the "Quick onset"
– Throughout the observation period from Day 15 to Day 57,
although there was no significant difference from placebo,
trend in continuous therapeutic effect was observed.

-8
-10

Safety
• Confirmed the safety

-12
1

8

Treatment Period

15

22

29

36

43

50

Observation Period (No Administration)

57

– All adverse events were mild or moderate, with no
new concerns

Day

* P<0.05 vs Placebo. ** Percentage of patients who improved ≥50% in HAM-total score from baseline
Slide presented at the Shionogi R&D Day held on September 29, 2021
HAM-D = Hamilton Depression Rating Scale
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Pivotal readout of Phase 3 study of tofersen in
SOD1-ALS

Moving forward in
neuromuscular
disorders

•

The primary endpoint as measured by the ALSFRS-R did not
reach statistical significance

•

Signs of reduced disease progression across multiple secondary
and exploratory endpoints were observed, including motor
function, respiratory function, muscle strength and quality of life

•

Tofersen administration led to sustained reductions in total CSF
SOD1 protein and plasma neurofilament light chain, a potential
marker of neuronal degeneration

•

Most adverse events in the Phase 3 study were mild to
moderate in severity

Announced the ASCEND Phase 3b study to
evaluate a higher dose* of SPINRAZA in SMA
patients treated with risdiplam
*Individuals enrolled in ASCEND will receive two loading doses of SPINRAZA 50 mg two weeks apart, followed by a maintenance
dose of 28 mg every four months during the study period
ALS = amyotrophic lateral sclerosis; ALSFRS-R = Revised Amyotrophic Lateral Sclerosis Functional Rating Scale;
CSF = cerebrospinal fluid; SMA = spinal muscular atrophy; SOD1 = superoxide dismutase 1
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Broad neuroscience pipeline to drive multi-franchise strategy
Ph2

Orelabrutinib (BTK inhibitor)+ – MS

MS and Neuroimmunology

BIIB091 (BTK inhibitor) – MS

Ph1
Ph1

BIIB107 (anti-VLA4) – MS

Ph1

BIIB061 (oral remyelination) – MS

Filed in E.U., Japan, and other markets
Ph3

Aducanumab (Aβ mAb)* – Alzheimer’s

Alzheimer’s Disease
and Dementia

Lecanemab (Aβ mAb)* – Alzheimer’s
BIIB076 (anti-tau mAb) – Alzheimer’s
BIIB080 (tau ASO) – Alzheimer’s

Ph1
Ph1
Ph3

Tofersen (SOD1 ASO) – ALS

Core
Growth
Areas

Neuromuscular Disorders
including SMA and ALS

BIIB078 (IONIS-C9Rx)# – ALS

Ph1

BIIB105 (ataxin-2 ASO)# – ALS

Ph1

BIIB100 (XPO1 inhibitor) – ALS

Ph1

BIIB110 (ActRIIA/B ligand trap) – SMA

Ph1
Ph2

BIIB124 (SAGE-324)* – ET

Parkinson’s disease and
movement disorders

BIIB118 (CK1 inhibitor) – ISWRD in Parkinson’s

Ph1
Ph1

BIIB101 (ION464)# – Multiple System Atrophy

Ph1

BIIB122 (DNL151)* – Parkinson’s

Ph1

BIIB094 (ION859)# – Parkinson’s

Ph3
Ph3

Zuranolone (GABAA PAM)* – PPD

Neuropsychiatry

Zuranolone (GABAA PAM)* – MDD
BIIB104 (AMPA PAM) – CIAS

Immunology

Ph2
Ph3
Ph3

Dapirolizumab pegol (anti-CD40L)* – SLE
BIIB059 (litifilimab) – CLE/SLE

Ph3

BIIB093 (glibenclamide IV) – LHI Stroke

Neurovascular

Emerging
Growth
Areas

Neuropathic Pain

BIIB131 (TMS-007) – Acute Ischemic Stroke

Ph2

BIIB093 (glibenclamide IV) – Brain Contusion

Ph2

BIIB074 (vixotrigine) – Trigeminal Neuralgia

Ph2

BIIB074 (vixotrigine) – Small Fiber Neuropathy

Ph2

BYOOVIZ (referencing LUCENTIS®)*

Biosimilars

SB15 (referencing EYLEA®)*
BAT1806 (referencing ACTEMRA®)*

Approved in U.S., E.U., and U.K.
Ph3
Ph3

*Collaboration program; # Option agreement; MS = multiple sclerosis; ALS = amyotrophic lateral sclerosis; SMA = spinal muscular atrophy; ET = essential tremor; ISWRD = irregular sleep wake rhythm disorder; PPD = postpartum depression; MDD = major 16
depressive disorder; CIAS = cognitive impairment associated with schizophrenia; SLE = systemic lupus erythematosus; CLE = cutaneous lupus erythematosus; LHI = large hemispheric infarction

Financial
Update
Michael McDonnell
Chief Financial Officer
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Q3 2021 financial results
Total Revenue ($M)

Non-GAAP Diluted EPS ($)

$3,376
$2,779
$5.64

Q3-20

Q3-21

Q3-20*

$4.77

Q3-21

Our GAAP financial measures and a reconciliation of GAAP to Non-GAAP financial results are at the end of this presentation.
*Beginning in the second quarter of 2021 material upfront payments and premiums paid on the acquisition of common stock associated with significant collaboration and licensing
arrangements along with the related transaction costs incurred are no longer excluded from Non-GAAP R&D and SG&A expenses. Non-GAAP financial results for the third quarter of 2020
have been updated to reflect the $601 million payment related to the collaboration with Denali Therapeutics, Inc. along with the associated transaction costs and income tax effect.
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Global multiple sclerosis revenue
MS Revenue ($M)

Highlights
• TECFIDERA decreased vs. prior year, impacted
by the entrance of multiple generics in the U.S.

$2,257

FAMPYRA

$27

$1,820
$953

$26
$499

$15
$272
$516

$121
$264

TECFIDERA

• Positive CHMP opinion in E.U.
• TYSABRI increased 1% vs. prior year

VUMERITY
OCREVUS
Royalties

$523

TYSABRI

$474

$388

Interferon

Q3-20

Q3-21

Numbers may not foot due to rounding.

• VUMERITY has continued to grow in the U.S.

• Subcutaneous administration launched in
the E.U.
• Interferon decreased 18% vs. prior year
• Intramuscular PLEGRIDY launched in the
U.S. and E.U.

CHMP = Committee for Medicinal Products for Human Use
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Global SPINRAZA revenue
SPINRAZA Revenue ($M)

Highlights
• U.S. SPINRAZA revenue impacted by competition,
exacerbated by impacts of COVID-19

• ROW revenue decreased 2% vs. Q3 2020
$494
$444
$183

$140

• Over 11,000 patients* on therapy, an increase of
5% versus Q3 2020 driven by continued growth
outside the U.S.

• Proven efficacy across all patient types and a well
characterized safety profile
$312

$304

Q3-20

Q3-21

Numbers may not foot due to rounding.

• Announced plan to initiate ASCEND study to
evaluate potential benefit of a higher dose in
patients previously treated with risdiplam

* Total patients across the post-marketing setting, the Expanded Access Program,
20
and clinical trials.

SPINRAZA patient dynamics
SPINRAZA Patients*

11,210

11,140

11,240

11,570

11,740

Q3-20

Q4-20

Q1-21

Q2-21

Q3-21

* Biogen data on file. Total patients across the post-marketing setting, the Expanded Access Program, and clinical trials.
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U.S. ADUHELM
Q3 2021 Financials
• $0.3 million revenue
• Collaboration profit sharing includes a net
reimbursement of $51 million from Eisai
related to the commercialization of ADUHELM
in the U.S.

Collaboration Economics & Accounting
Profit Share

•

Revenue / Cost • Biogen books 100% of revenue and cost of goods sold
of Goods Sold • Eisai’s share of gross margin will be reflected in
collaboration profit sharing

Royalties

•

•

Aducanumab is being developed in collaboration with Eisai Co; Ltd.

Biogen 55% / Eisai 45%

Biogen will pay Neurimmune royalties ranging from the
high single digits to sub-teens based on annual net sales
of ADUHELM
Neurimmune royalties are recorded through noncontrolling interest and not cost of goods sold, with Eisai’s
reimbursement reflected in collaboration profit sharing

SG&A
Expense

•

R&D
Expense

•

All R&D expenditures are recorded net of Eisai’s
reimbursement within R&D expense, both before and after
regulatory approval

Commercial
Launch
Milestones

•

One-time U.S. commercial launch milestone of $100 million
paid to Neurimmune in Q2 2021
After cost sharing with Eisai and taxes, net P&L impact of 22
~$45 million in Q2 2021

•

•

Prior to regulatory approval: Eisai’s reimbursement is
recorded as an offset to SG&A expense
After regulatory approval: SG&A expense recorded on a
gross basis, with Eisai’s reimbursement recognized in
collaboration profit sharing

Biosimilars revenue
Biosimilars Revenue ($M)

Highlights
• The market-leading anti-TNF portfolio in E.U.

$208

$203

$56

$57

$27

$25

$124

$121

Q3-20

Q3-21

Numbers may not foot due to rounding.

• ~ 244,000 patients on Biogen biosimilar products at
end of Q3 2021*
• Biogen contributed ~ €2.4 billion of healthcare
savings in 2020 across Europe#
• Continued impacts of the COVID-19 pandemic
along with pricing pressure
• BYOOVIZ (referencing LUCENTIS®) approved in
U.S., E.U., and U.K.

* Includes ~113,000 patients on BENEPALI, ~92,000 patients on IMRALDI, and
~39,000 patients on FLIXABI.
# Biogen estimate, data on file.
BYOOVIZ is being developed with Samsung Bioepis Co., Ltd.
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Q3 2021 revenue highlights
Q3 2021

Q3 2020

D Y/Y

$2,206

$2,690

(18%)

RITUXAN/GAZYVA Revenue

$151

$288

(47%)

OCREVUS Royalties

$264

$272

(3%)

Revenue from Anti-CD20 Therapeutic Programs

$415

$560

(26%)

Other Revenue

$158

$126

26%

Total Revenue*

$2,779

$3,376

(18%)

$ in Millions

Total Product Revenue*

Numbers may not foot due to rounding. Percent changes represented as favorable/(unfavorable).
* Net of hedge
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Q3 2021 financial results highlights
($ in Millions except EPS, Shares in Millions)

Total Revenue
Cost of Sales
Gross Profit
% of revenue
R&D Expense
Non-GAAP SG&A Expense
Collaboration Profit Sharing
Non-GAAP Amortization
Non-GAAP Operating Income
Non-GAAP Other Income (Expense)
Non-GAAP Profit Before Taxes and JV Equity
Non-GAAP Taxes
Non-GAAP Taxes %
Non-GAAP JV Equity Income (Loss)
Non-GAAP Net Income
Non-GAAP Net Income (Loss) Attributable to Noncontrolling Interests
Non-GAAP Net Income Attributable to Biogen Inc.
Weighted average diluted shares used in calculating diluted EPS
Non-GAAP Diluted EPS

Q3 2021
$2,779
$512
$2,267
82%
$702
$651
$21
$7
$885
($79)
$806
$117
14.5%
$9
$698
($11)
$710
149
$4.77

Q3 2020*
$3,376
$449
$2,927
87%
$1,141
$573
$73
$0
$1,140
($46)
$1,093
$209
19.1%
($3)
$882
($5)
$887
157
$5.64

D Y/Y
(18%)
(14%)
(23%)

38%
(14%)
71%
NMF
(22%)
(70%)
(26%)
44%
(429%)
(21%)
123%
(20%)
5%
(15%)

Numbers may not foot due to rounding. Percent changes represented as favorable/(unfavorable).
Our GAAP financial measures and a reconciliation of GAAP to Non-GAAP financial results are at the end of this presentation.
*Beginning in the second quarter of 2021 material upfront payments and premiums paid on the acquisition of common stock associated with significant collaboration and licensing
arrangements along with the related transaction costs incurred are no longer excluded from Non-GAAP R&D and SG&A expenses. Non-GAAP financial results for the third quarter of 2020
have been updated to reflect the $601 million payment related to the collaboration with Denali Therapeutics, Inc. along with the associated transaction costs and income tax effect.
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Deployment of capital in Q3 2021

$42 million
Capital Expenditures

Cash Flow from
Operations

$805 million

$750 million
Share Repurchases

Free Cash Flow* $763 million

*Free cash flow is defined as net cash flow from operations less capital expenditures.
Our GAAP financial measures and a reconciliation of GAAP to Non-GAAP financial results are at the end of this presentation.
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Balance sheet highlights
Cash and Marketable Securities
($ billions)

$7.3 billion
Debt at end of Q3 2021
$4.6

$3.9 billion

$3.4

$3.4

Q4'20

Q1'21

$4.0

$3.9

Q2'21

Q3'21

Cash and marketable securities
at end of Q3 2021

$3.3 billion
Net debt at end of Q3 2021
Q3'20
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Updated 2021 full year financial guidance

Revenue

Non-GAAP Diluted EPS

Capital Expenditures

Prior FY 2021 Guidance

Updated FY 2021 Guidance

$10.65 billion to $10.85 billion

$10.8 billion to $10.9 billion

$17.50 to $19.00

$18.85 to $19.35

$375 million to $425 million

$250 million to $300 million

Please see Biogen’s Q3 2021 earnings release, available at the Investors section of Biogen’s website at investors.biogen.com, for additional 2021
financial guidance assumptions.
Biogen may incur charges, realize gains or losses, or experience other events or circumstances in 2021 that could cause any of these
assumptions to change and/or actual results to vary from this financial guidance.
Please see slide 2 of this presentation for additional information on our use of Non-GAAP measures, including forward-looking Non-GAAP
financial measures.
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Closing
Remarks
Michel Vounatsos
Chief Executive Officer
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Progress implementing strategy
Maximizing the resilience
of our MS business

Enhancing our neuromuscular
franchise

Q3 MS revenue, including OCREVUS royalties, of $1.8 billion
þ Continued revenue growth for VUMERITY
þ Positive CHMP opinion for VUMERITY in the E.U.
þ

Q3 SPINRAZA revenue of $444 million
þ Over 11,000 patients on therapy globally as of September 30, 2021^
þ SPINRAZA discontinuation rate in the U.S. decreased vs. Q2 2021
þ

Q3 biosimilars revenue of $203 million
þ Market-leading anti-TNF portfolio in E.U.
þ BYOOVIZ (ranibizumab-nuna), referencing LUCENTIS®, was approved in
the U.S., the E.U., and the U.K.
þ

Unlocking the potential of
biosimilars

New Phase 2 data of zuranolone in major depressive disorder in Japan+
þ Pivotal data readout for tofersen in SOD1-ALS and expansion of early
access program
þ

Advancing our
neuroscience portfolio

^ Includes patients on therapy across the post-marketing setting, the Expanded Access Program, and clinical trials.
+ Zuranolone is being developed in collaboration with Sage Therapeutics, Inc.
CHMP = Committee for Medicinal Products for Human Use; ALS = amyotrophic lateral sclerosis

30

Biogen is actively working to support access to ADUHELM
Improve the Community’s Understanding of Our Clinical Data
§ Aducanumab Phase 3 results currently under review at a top-tier journal
§ Submitted a draft protocol to the FDA for the Phase 4 confirmatory study of ADUHELM
§ Presented ADUHELM data at AAIC, with planned presentation of EMBARK baseline
data at CTAD

Support Development of the Necessary Infrastructure
§ Established a program with Labcorp and Mayo Clinic to help patients access CSF
amyloid testing to aid in the diagnosis of Alzheimer’s disease

Clarify Reimbursement
§ Obtained the permanent ADUHELM J-code ahead of the CMS NCD on antibodies
directed against amyloid, expected next year

Note: Aducanumab is being developed in collaboration with Eisai Co., Ltd
AAIC = Alzheimer’s Association International Conference; CMS = Centers for Medicare & Medicaid Services; CSF = cerebrospinal fluid; NCD = National
Coverage Determination
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Questions
& Answers
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Appendix
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Global fumarate revenue
Fumarate Revenue ($M)

Q3 2021 Highlights
Revenue vs. Q3 2020 and Q2 2021
∆Y/Y

$968
$15

$670

$647
$39
$320

$619

$553

$578

$74

$91

$121

$162

$178

$179

TECFIDERA
U.S.
TECFIDERA
ROW

$283

$288

$317

$309

$319

Q3-20

Q4-20

Q1-21

Q2-21

Q3-21

Numbers may not foot due to rounding.

∆Q/Q

WW

- 36%

and

+ 7%

U.S.

- 56%

and

+11%

ROW

+ 13%

and

+ 3%

VUMERITY
U.S.

• U.S. TECFIDERA volume in Q3 2021 decreased
vs Q2 2021 which was offset by lower discounts
and allowances
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Global interferon revenue
Interferon Revenue ($M)

Q3 2021 Highlights
Revenue vs. Q3 2020 and Q2 2021

$474
$46
$101
$47

∆Y/Y

$456
$400

$400

$96

$57

$46

$47

PLEGRIDY
ROW

$48

$102

$97

$88

$33

$43

$39

AVONEX
ROW

$209

$214

$213

Q1-21

Q2-21

Q3-21

$52

$280

$260

Q3-20

Q4-20

Numbers may not foot due to rounding.

$388

∆Q/Q

WW

- 18%

and

- 3%

U.S.

- 23%

and

- 2%

ROW

- 8%

and

- 5%

PLEGRIDY
U.S.
AVONEX
U.S.
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Global TYSABRI revenue
TYSABRI Revenue ($M)

Q3 2021 Highlights
Revenue vs. Q3 2020 and Q2 2021

$516
$475
$212

$204

$503

$230

$524

$224

∆Y/Y

$523

$242
ROW
U.S.

$304

$271

$273

$300

$281

Q3-20

Q4-20

Q1-21

Q2-21

Q3-21

Numbers may not foot due to rounding.

∆Q/Q

WW

+ 1%

and

- 0%

U.S.

- 8%

and

- 6%

+ 14%

and

+ 8%

ROW

• Biogen believes that Q3 2021 TYSABRI revenue
was negatively impacted by channel dynamics in
the U.S.
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E.U. ADUHELM economics and accounting
Profit Share

•

Biogen 68.5% / Eisai 31.5%

Revenue / Cost • Biogen books 100% of revenue and cost of goods sold
of Goods Sold • Eisai’s share of gross margin will be reflected in
collaboration profit sharing

Royalties

•

•

SG&A
Expense

R&D
Expense

•
•

•

•

Commercial
Launch
Milestones

•

Biogen will pay Neurimmune royalties ranging from the
high single digits to sub-teens based on annual net
sales of ADUHELM
Neurimmune royalties will be recorded through noncontrolling interest and not cost of goods sold, with
Eisai’s reimbursement reflected in collaboration profit
sharing
Prior to regulatory approval: Eisai’s reimbursement is
recorded as an offset to SG&A expense
After regulatory approval: SG&A expense recorded on
a gross basis, with Eisai’s reimbursement recognized in
collaboration profit sharing

Product Revenue

Biogen

COGS, SG&A &
R&D

Royalties and milestones
paid to Neurimmune are
recorded through noncontrolling interest

Payment to/from Eisai
for its share of profit/loss
recorded by Biogen
within operating
expenses

Eisai did not participate with
Biogen in the buydown of
Neurimmune royalties.
Therefore, Eisai’s share of these
royalties will be based on the
unadjusted royalty rates (low
double digits to mid-teens).

All R&D expenditures are recorded net of Eisai’s
reimbursement within R&D expense, both before and
after regulatory approval
One-time E.U. commercial launch milestone of $50M,
if launched in three or more countries, to be paid to
Neurimmune
Eisai’s reimbursement is reflected in collaboration profit
sharing

Neurimmune

Eisai

Eisai’s share of the royalties will
be recorded through collaboration
profit sharing.
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Japan ADUHELM economics and accounting
Profit Share
Revenue / Cost
of Goods Sold

•

Biogen 20% / Eisai 80%

•
•

Eisai books 100% of the revenue and cost of goods sold
Biogen books 20% of net collaboration profit/losses as a
component of Other Revenue

•

Royalties

•

•

SG&A
Expense

R&D
Expense
Commercial
Launch
Milestones

•

Biogen will pay Neurimmune tiered royalties ranging from
the high single digits to sub-teens based on annual net
sales of ADUHELM
Biogen’s share of royalty expense nets to zero due to the
offsetting effects of BIIB’s 20% royalty share and its royalty
rates being 20% lower than Eisai’s due to the buydown

Eisai

COGS & SG&A

20% of profit/loss
recorded as component
of BIIB other revenue

Prior to regulatory approval: Biogen’s share of expenses is
recorded within SG&A
After regulatory approval: Biogen’s share of expenses is
reflected as a component of Other Revenue

•

All R&D expenditures recorded net of reimbursement within
R&D expense, both before and after regulatory approval

•

One-time commercial launch milestone of $50M to be paid to
Neurimmune
Eisai’s reimbursement is reflected in collaboration profit
sharing

•

Product Revenue

Biogen
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Consolidated Statement of Income
(unaudited, in millions, except per share amounts)
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GAAP to Non-GAAP Reconciliation
Operating Expense, Other Income (Expense), net and Income Tax
(unaudited, in millions, except per share amounts)

Use of Non-GAAP Financial Measures
We supplement our GAAP consolidated financial statements and GAAP financial measures with other financial measures,
such as adjusted net income, adjusted diluted earnings per share, revenue growth at constant currency, which excludes
the impact of changes in foreign exchange rates and hedging gains or losses, and free cash flow, which is defined as net
flow from operations less capital expenditures. We believe that these and other Non-GAAP financial measures provide
additional insight into the ongoing economics of our business and reflect how we manage our business internally, set
operational goals and form the basis of our management incentive programs. Non-GAAP financial measures are in
addition to, not a substitute for, or superior to, measures of financial performance prepared in accordance with GAAP.
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. Acquisitions and divestitures
We exclude transaction, integration and certain other costs related to the acquisition and divestiture of businesses, the
acquisitions of assets and items associated with the initial consolidation or deconsolidation of variable interest entities.
These adjustments include, but are not limited to, charges for in-process research and development and certain
milestones, the amortization and impairment of intangible assets, charges or credits from the fair value remeasurement
of our contingent consideration obligations and losses on assets and liabilities held for sale.
2. Restructuring, business transformation and other cost saving initiatives
We exclude costs associated with our execution of certain strategies and initiatives to streamline operations, achieve
targeted cost reductions, rationalize manufacturing facilities or refocus research and development 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 changes in anticipated
usage and other costs or credits that management believes do not have a direct correlation to our ongoing or future
business operations.
3. (Gain) loss on equity security investments
We exclude unrealized and realized gains and losses and discounts or premiums on our equity security investments as we
do not believe that these components of income or expense have a direct correlation to our ongoing or future business
operations.

Footnotes referenced in the tables above are included at the end of this presentation.

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. and earnings per share - diluted.
40

GAAP to Non-GAAP Reconciliation

Equity Income/Loss of Investee, Noncontrolling Interests, Net Income & Diluted EPS
(unaudited, in millions, except per share amounts)

Footnotes referenced in the tables above are
included at the end of this presentation.
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GAAP to Non-GAAP Reconciliation
Constant Currency & Free Cash Flow
(unaudited, in millions)

Revenue growth at constant currency

Free cash flow
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Notes to GAAP to Non-GAAP Reconciliation
Operating Expense & Net Income Attributable to Biogen Inc.
A

For the three and nine months ended September 30, 2021, amortization and impairment of acquired intangible assets totaled $111.0 million and $813.2 million,
respectively, compared to $82.6 million and $215.6 million, respectively, in the prior year comparative periods.
During the second quarter of 2021 we announced that our Phase 3 STAR study of BIIB111 and our Phase 2/3 XIRIUS study of BIIB112 did not meet their primary endpoints.
In the third quarter of 2021 we suspended further development on these programs based on the decision by management as part of its strategic review process. For the
three and nine months ended September 30, 2021, we recorded impairment charges of $15.0 million and $365.0 million, respectively, related to BIIB111, and impairment
charges of $28.4 million and $220.0 million, respectively, related to BIIB112. As a result, the remaining book values associated with these programs were reduced to zero.
For the three and nine months ended September 30, 2020, amortization and impairment of acquired intangible assets reflects the impact of a $19.3 million impairment
charge related to one of our IPR&D intangible assets.
B

For the nine months ended September 30, 2021, compared to the same period in 2020, we recorded a current year deferred tax benefit associated with the accelerated
approval of ADUHELM by the U.S. Food and Drug Administration in the U.S. We recorded approximately $500.0 million in a deferred tax asset related to Neurimmune
SubOne AG's tax basis in ADUHELM, the realization of which is dependent on future sales of ADUHELM and approval of the Swiss cantonal tax authorities, with an equal
and offsetting amount assigned to noncontrolling interest, resulting in zero net impact to net income attributable to Biogen Inc.
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