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Forward-Looking Statements

This presentation contains forward-looking statements about our financial outlook, business plans and
objectives and other future events and developments. These forward-looking statements include, but are not
limited to statements about our pipeline; the design, timing and goals of clinical trials and the availability,
timing and announcement of data and results; the use, efficacy, potency, safety, tolerability, dosing
convenience and commercial potential of our product candidates, including their potential as best-in-class
agents; hypotheses regarding certain actions and effects of our product in clinical studies, the timing of
regulatory submissions, potential regulatory approvals, development plans, and launches of our product
candidates and products; market potential, reception, and product revenues of our products and product
candidates; our priorities, goals and strategy; development design, timelines and strategies for our product
candidates; our future financial expectations and non-GAAP operating expense guidance and our anticipated
collaborative reimbursement revenues. Such forward-looking statements involve known and unknown risks,
uncertainties, and other important factors, which could cause actual results to differ materially from those
expressed or implied in such statements. These risks and uncertainties include, but are not limited to,
unexpected regulatory decisions regarding any of these activities, unexpected expenses or inaccurate financial
assumptions or forecasts; additional or increased litigation efforts by our competitors; insufficient resources or
failure to prioritize competing projects and efforts; disputes with our collaboration partners; inability to
successfully partner the development and commercialization of our product candidates; delays or unfavorable
decisions of regulatory agencies; unfavorable regulatory guidance pronouncements; safety, efficacy or
tolerability problems with our product candidates; unexpected negative results of clinical trials and
competition for targeted indications or within targeted markets. Risks and uncertainties also include those
referred to under “Risk Factors” in our Quarterly Report on Form 10-Q for the quarter ended June 30, 2019
filed with the Securities and Exchange Commission (SEC), as well as other documents that we may file from
time to time with the SEC. Information provided in this presentation speaks only as of the date of this
presentation, and we assume no obligation to update forward-looking statements to reflect events or
circumstances occurring after this presentation.
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$326M in cash (Sept 30, 2019)

Momenta Today: Focused on Patients with Rare 
Immune-Mediated Disorders

3 High value novel antibodies with key data readouts within 9 - 12 months

Sialylation and Fc multimerization platforms offer multiple new product and 
partnering opportunities

Glatopa and biosimilar Eylea provide current and future revenue

15+ year heritage of protein engineering, analytics and regulatory approvals

World class immune biology expertise



Promising Pipeline of Novel Drug Candidates
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Phase 1 Phase 2 Phase 3

M230*
(Recombinant Fc multimer)

Novel Drug Candidates

Fc Multimer Candidates*

*In collaboration with CSL

Preclinical

Nipocalimab (M281)
(Anti-FcRn antibody)

Product Candidate Indication

Myasthenia Gravis (MG)

Hemolytic Disease of 
Fetus and Newborn (HDFN)

Immune Thrombocytopenic 
Purpura (ITP)

Warm Autoimmune 
Hemolytic Anemia (wAIHA)

M254 
(Hypersialylated IgG)



FcRn Inhibition an Innovative Approach to Reduce Pathogenic 
IgG Antibodies; Three Areas with Broad Market Potential 
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FcRn inhibition decreases circulating IgG levels,
including pathogenic antibodies 

pH 7.4

pH 5 - 6

FcRn inhibition may impact many auto-
antibody driven autoimmune disorders

Autoimmune 
Diseases

Fetal Maternal 
Disorders

Product 
Immunogenicity

• ~45 rare autoimmune disorders 
driven by autoantibodies

• 1-2 million patients (US)

• Several fetal maternal diseases, 
significant morbidity / mortality 

• 10,000-20,000 patients (US)

• Neutralizing antibodies against 
biologic therapies 

• Thousands of patients



100% receptor 
occupancy

Critical for certain 
indications requiring 
maximum blockage

Potency drives 
flexible dosing 
approaches

Testing short duration 
IV infusion 
SC in development 

Nipocalimab (M281): Purposefully Designed for 
Best-in-Class Potential 
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Highest IgG 
reduction

Potential for 
optimal efficacy

Designed with Best-in-Class Potential Targeting a Best-in-Class Profile



Nipocalimab Phase 1 Data Exhibits Clear Dose Response, 
Full Receptor Occupancy and Significant IgG Reduction
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Nipocalimab exhibited dose-dependent
IgG reduction 

Nipocalimab exhibited dose-dependent 
receptor occupancy duration

Phase I: Single ascending dose study



Nipocalimab Currently Being Studied in Two Autoantibody-
Driven Autoimmune Clinical Trials

Myasthenia Gravis (MG)

• Rare neuromuscular autoimmune 
disease; effectively blocks the excitatory 
action of acetylcholine, resulting in muscle 
weakness or loss

• Prevalence: 65,000 patients in US

• Bimodal age distribution: typically 
younger women and older men

• Standard-of-care: Corticosteroids and 
immunosuppressants, leading to 
significant morbidity

Warm Autoimmune Hemolytic 
Anemia (wAIHA)

• Characterized by the destruction of red 
blood cells resulting in severe anemia, 
weakness and fatigue 

• Prevalence: 45,000 in U.S.

• Complications can impact quality of life

• Risk of premature death, up to 8%

• Currently no FDA approved treatments

• Standard-of-care: 

• Rescue transfusions 

• Corticosteroids 

• Immunosuppressants

• Splenectomy
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Efficacy includes quantitative MG (QMG) and MG composite (MGC) data (QMG for all but the lower plasmapheresis point). The arrow indicates a direct, linear 
relationship. Data from: Liu 2010; Guptil 2016.

Data Indicate Higher IgG Reduction Correlates with 
Improved Efficacy in Myasthenia Gravis 



Vivacity-MG Phase 2 Study Ongoing
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Objectives

• Increased potency (IgG reduction) drives efficacy

• Favorable dosing: 1x/month or bi-monthly

• Favorable safety profile, consistent with Phase 1

Top-Line Data Expected 2Q/3Q 2020



Nipocalimab (M281): Warm Autoimmune Hemolytic Anemia 
(wAIHA)
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• Rare disorder characterized by the 
destruction of red blood cells due to the 
presence of pathogenic IgG autoantibodies 

• Characterized by severe anemia, weakness 
and fatigue 

• Complications can impact quality of life

• Risk of premature death, up to 8%

• About half of cases are idiopathic, others 
are secondary to other conditions (e.g., 
autoimmune disorders, cancer)

• Estimated prevalence of 45,000 in U.S.

• Currently no FDA approved treatments

• Current standard of care:

• Rescue transfusions

• Corticosteroids

• Immunosuppressants

• Splenectomy

Severe Debilitating Disease Significant Unmet Need



Energy: Adaptive Phase 2/3 Study Design 
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Placebo Q2W

M281
30 mg/Kg Q4W

M281
30 mg/Kg Q2W

Screening
Up to

4 weeks
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• 90 patient study 
• Adaptive design provides flexibility and maximizes data
• Readout expected at the end of 2021
• FDA Fast Tract Designation

24 weeks



Nipocalimab Being Studied in Allo and Autoimmune Driven 
Maternal/Fetal Diseases

• Rare fetal-maternal disorder, affecting 4,000 – 8,000 pregnancies in US 
annually

• Mother develops antibodies, which cross the placenta and attack antigens on 
fetus’ red blood cells (alloimmunization)

• Causes fetal anemia, with 20% fetal mortality in high-risk population

• Fetal complications include severe anemia, jaundice and organ damage 

• No currently approved drugs 

• Standard-of-care: Intrauterine transfusions

• Cause own morbidity (bleeding, infection risk)
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Hemolytic Disease of the Fetus and Newborn



Unity: Phase 2 Study of Nipocalimab in Early-Onset HDFN, 
Designed to Show Full Blockade of FcRn, ~85% IgG Reduction
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N=15

Estimated Gestational Age (EGA), Weeks Postnatal Follow-up Time, Months

Birth

0      4      8          12 14   16       20          24          28           35             37        3       6       9    12        15        18         21        24

Screening
EGA 8 to <13

Weeks

Weekly M281 (IV at 30 mg/kg)

Fetal Monitoring (MCA Doppler)
From EGA 14 -Birth

Maternal 
Follow-up 
6 Months

Neonatal/Infant Follow-up
0-24 Months

• FDA Fast Track designation
• Proof-of-concept data expected in 2021; may offer pathway to accelerated approval
• Potential to transform the treatment landscape in HDFN
• Study to validate nipocalimab for treatment of additional fetal-maternal disorders

Primary Endpoint: Proportion of patients with live birth at or after Gestational Age 32 without IUT



M254
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IVIg is Widely Used to Treat Autoimmune Disease;
Presents High Treatment Burden for Patients
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• Approved in 4 autoimmune indications but used and reimbursed in >40 indications

• Supply and growth limited due to large dose requirements (up to 2g/kg) and 
production capacity

• Long infusion times and side effect profile represent significant burden to patients

2017 Sales $4-5B in autoimmune diseases

IgG Revenue Growth Estimates

Source: Evaluatepharma
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M254 (Hypersialylated IgG) is Significantly More Potent than 
IVIg in Models
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Conventional IgG

~85-90%

<0.1%

M254 (hs IgG)

>90%

<0.1%

M254 is a hypersialylated IgG made from 
conventional IgG

Sialylation is a natural, regulated process in 
the glycosylation site of the Fc Region

ASN297
Sialylation Site

S0-S0

Hypersialylation enhances anti-
inflammatory properties of IgG

S2-S2Tetrasialylation

Increased potency vs conventional IgG is 
observed in all models tested

• Collagen Antibody-Induced Arthritis
• KBxN Arthritis
• ITP
• Epidermolysis Bullosa Acquisita Pemphigus



Potency

• Greater immune 
modulation

• Increased efficacy

Convenience

• Shorter infusion times
• Potential sub-C dosing
• Increased convenience

Safety

• Decreased dose may 
reduce AEs

• Potential steroid-sparing

M254: Potentially Superior Therapeutic Option vs. IgG 
Products for Immune-Mediated Conditions
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Recommended loading 
dose for IVIg in CIDP:

66 hours over several days

Selected IVIg key 
adverse events:

Headaches, hypertension, 
fatigue, nausea, fever

M254 Potential 
Indications:

IVIg Approved (e.g., ITP, 
CIDP) or reimbursed



Phase 1/2 Study in ITP Designed to Establish Dose-Equivalent 
Potency vs IVIg, Safety and Tolerability for M254
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• Proof-of-concept data expected in 1H 2020 



M230 (CSL730) – Potential First-in-Class Fc Multimer
Designed with Enhanced Avidity for Fc Receptors

20

M230 shows higher potency and efficacy at 
a lower dose than IVIg in multiple 

preclinical models
M230 License agreement with CSL

• Phase 1 study ongoing

• Up to $300M in contingent milestones

• 50% cost share

• 50 % profit share in US

• Right to co-commercialize in US

• Royalties on EU and rest of world



Sialylation Platform

Leveraging Technology Platforms to Drive Discovery of 
Internal Programs and Partnering Opportunities

21

Disease Analytics Platform

M230

SIF Bodies

Fc Multimerization

M281 M254

Recombinant 
replacement 

therapies

Development

Discovery

Biologics Manufacturing Expertise

Antibody Design & Engineering



Research Platforms Demonstrate Potential to Generate 
Enhanced Immunomodulating Antibodies
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• Hypersialylation of N- and O-linked glycans
on proteins

• Prevents clearance in liver via 
asialoglycoprotein receptor (ASGPR)

• Potential to optimize half-life of recombinant 
rare disease drugs and other therapeutic 
candidates

0
Time

Serum-derived

Recombinant

HS recombinant
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• High affinity binding to FcgR’s and specific 
cellular target

• Activate effector cells and complement
• Leads to efficient cell killing via optimized ADCC, 

ADCP and CDC
• Potential development opportunities in oncology 

and autoimmune diseases

Hypersialylation May Increase Plasma Half-life

Hypersialylated Recombinant Protein X Displays 
Improved Pharmacokinetics

SIFbodies Combine Fabs with an Fc Multimer to 
Generate Cell Depletion Therapeutics

Anti-CD38 SIFbody Improves Plasma Cell 
Depletion in Multiple Myeloma Patient Cells



Legacy Products
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MarketedPhase 1 Phase 2 Phase 3

Enoxaparin Sodium Injection 
(Generic LOVENOX®)

Glatopa® 20 mg (Generic COPAXONE® 20 mg)

Glatopa® 40 mg (Generic COPAXONE® 40 mg)

M710 Proposed Biosimilar to Aflibercept (EYLEA®)

M923 Proposed Biosimilar to Adalimumab (HUMIRA®)

Pre-Clinical

Ceased active 
development



2019:  A Year of Operational Execution

Novel Drugs

Biosimilars

M281 (anti-FcRn) 

M254 (hsIgG)

M230 (rFc multimer) 

Research

Enroll MG and HDFN studies

Launch wAIHA study

Advance Phase 1/2 proof of 
concept study in ITP

Phase I study ongoing
(by partner CSL)

Advance CSL research 
collaboration

MG:      2Q/3Q: 2020
HDFN:  2021
wAIHA: end of 2021

ITP:      2020

M710 (b-EYLEA® candidate)  Advance Phase 3 towards completion

Portfolio         Program Goal/Milestone Expected Clinical Readout
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Fourth Quarter 2019 Expense Guidance: $50-60 million



Momenta Pharmaceuticals, Inc.



Appendix



Third Quarter 2019
Financial Results

Q3 2019 Q3 2018

Product Revenue $5.6M $13.6M

Research & Development Revenue $0.8M $1.3M

Total Revenues $6.4M $14.9M

R&D Expenses $46.1M $30.7M

G&A Expenses $20.1M $20.4M

Restructuring -- $15.5M

Gain on lease modification $(13.7)M --

Total Operating Expenses(2) $52.5M $66.7M

Q3 2019 Q3 2018

GAAP Net Loss $44.5M $50.3M
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Third Quarter 2019 
Non-GAAP Operating Expense & Cash Position 

(1) Non-GAAP operating expense is total operating expenses, less stock-based compensation expense, restructuring expense and 
collaborative reimbursement revenues. While Momenta believes this non-GAAP financial measure is useful to investors because it 
provides greater transparency regarding Momenta’s operating performance, it should not be considered a substitute or an alternative to 
GAAP total operating expense. For the three months ended September 30, 2019, stock-based compensation was $6.7 million and 
reimbursement revenue from collaboration partners was $0.1 million. 

3 Mos Ended 
September 30, 2019

(Actual)

Non-GAAP Operating Expense(1) $45.7M
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Q3 2019 Q4 2018

Cash, cash equivalents, marketable 
securities

$325.9M $449.1M



Quarterly 2019 Financial Guidance

2Q 2012 2Q 2011

(1) Non-GAAP operating expense is total operating expenses, less stock-based compensation expense, restructuring costs and 
collaborative reimbursement revenues. While Momenta believes this non-GAAP financial measure is useful to investors because it 
provides greater transparency regarding Momenta’s operating performance, it should not be considered a substitute or an 
alternative to GAAP total operating expense.

(2) The Company has not provided a GAAP reconciliation for its forward-looking non-GAAP annual or quarterly operating expense 
because Momenta cannot reliably predict without unreasonable efforts the timing or amount of the factors that substantially 
contribute to the projection of stock compensation expense, which is excluded from the forward-looking non-GAAP financial 
measure. We do not anticipate significant restructuring costs in future periods. The Company expects collaborative 
reimbursement revenues to be approximately $0 - $2 million per quarter in 2019.

2019 Quarterly 
Guidance(2)

Non-GAAP Operating Expense(1) ~$50M - $60M
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FcRn Inhibition May Impact Many Autoimmune Disorders
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M281 Phase 1 Study: Albumin Findings Related To Potency
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30 mg/kg Single Dose

30 mg/kg Weekly Dose (4 weeks)

• Greatest reductions in albumin were 
observed in high dose cohorts
• 60 mg/kg single ascending dose group

• 15 mg/kg and 30 mg/kg multiple weekly 
dose cohorts

• Albumin reductions were asymptomatic

• At doses of 30 mg/kg (or less) given 
once monthly, patients on average are 
likely to stay in the normal range for the 
full dosing interval

• Albumin lowering is likely to be a class 
effect 
• FcRn recycles both IgG and Albumin

• Higher potency results in higher 
reductions

Time (Days)

Time (Days)

Normal 
range

Normal 
range



Albumin Range in Pregnant Women by Week
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Lower Limit of Normal
(non-pregnant)

A
lb

u
m

in
 g

/l

Weeks gestation

Larsson A, Palm M, Hansson L, Axelsson O. Reference values for clinical chemistry tests during normal pregnancy. BJOG 2008;115: 874–881.


