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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 use, efficacy, safety, convenience, and commercial potential of 
our products and product candidates; the timing and design of clinical trials and the availability and timing of 
reporting results; the timing of regulatory submissions, potential regulatory approvals, development plans,  
market formation and launches of our product candidates and products; market potential and product 
revenues of our products and product candidates; our priorities, goals and strategy; our development 
timelines; potential future out-licensing/collaborations/partnerships; our cost reduction initiatives and 
spending projections; our future financial expectations and non-GAAP operating expense guidance and our 
anticipated collaborative reimbursement revenues and restructuring charges. 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; 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, 2018 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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M923: Biosimilar HUMIRA® (adalimumab) 
Candidate 

Fully-owned asset with positive Phase 3 clinical trial results  

• Planned BLA filing in 4Q 2018 
and MAA filing in 1H 2019 

• Filings enable EU launch in 
2020 and US launch in 
November 2023, subject to 
marketing approval and 
patent considerations 

• Option to seek 
commercialization partner 

 

Source: EvaluatePharma Ltd., accessed November 2018 
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M710: Biosimilar EYLEA® (aflibercept) 
Candidate in Collaboration with Mylan 

• EYLEA is the market leading VEGF 
inhibitor indicated for the treatment of: 
• Neovascular (Wet) Age-Related Macular 

Degeneration (AMD) 

• Macular Edema Following Retinal Vein 
Occlusion (RVO) 

• Diabetic Macular Edema (DME) 

• Diabetic Retinopathy (DR) in patients with 
DME 

• M710 pivotal Phase 3 trial initiated in 
patients with DME in Q3 2018 

• Expect U.S. market formation in 2023, 
subject to marketing approval and 
patent considerations  

 
Source: EvaluatePharma Ltd., accessed November 2018 
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M281 Provided Full Range of IgG Suppression with Safety  
and Consistency in the Phase 1 Healthy Volunteer Study 
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• Well tolerated with no serious adverse events in either the single ascending dose or multiple 
ascending dose evaluations 

- 60% IgG reduction in less than 1 week 
- Potential to achieve more than 80% IgG reduction 
- Up to 89% maximal reduction in some healthy volunteers  

• M281 has potential for acute, intermittent or chronic use 

Targeting Two Phase 2 Studies in the 4Q 2018 
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M281: Summary of Phase 1 Safety and Tolerability 
Results 

• Adverse events (AEs): 

• No Serious Adverse Events (SAEs) in 36 subjects treated with 
M281 and 14 treated with placebo 

• AEs similar in both M281 and placebo groups, in single and 
multiple dose study 

• Infection frequency similar in drug and placebo administered 
subjects 
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Multiple Dose: 30 mg/kg Achieved Sustained 100% 
Receptor Occupancy and a Mean IgG Reduction of 84% 

9 

*Serum immunoglobulin G (IgG) percent relative to baseline 
**M281 receptor occupancy as measured by percent unoccupied FcRn compared with baseline in monocytes. Each M281-treated cohort 
is represented by n = 3. Placebo controls from each multiple-dose cohort were combined (n = 4). 

M281 exhibited dose-dependent 
IgG reduction* 

M281 exhibited dose-dependent receptor 
occupancy duration** 

M281 exhibited fast onset and sustained target receptor occupancy 



M281: Summary of Phase 1 Safety and Tolerability 
Results 

• Laboratory findings: 

• In the multiple dose study, 3 subjects in the low dose cohort (15 mg/kg) 
had CK elevations, one of them with moderate ALT elevations. All were 
asymptomatic and recoverable, but subjects did not receive all doses 

• In the 60 mg/kg single-dose group and the 30 mg/kg and 15 mg/kg 
multiple-dose cohorts, asymptomatic and recoverable reduction of albumin 
was observed 

• No other clinically significant changes or trends were observed in 
laboratory parameters including white blood cell and lymphocyte counts, 
CH50, C3, C4, interferon gamma, tumor necrosis factor-alpha, interleukin 
(IL)-2, IL-6 or coagulation times 

• Dose discontinuations for low IgG in the first multi-dose cohort based on a 
conservative initial threshold. No discontinuations in second cohort for 
similar low IgG levels 
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M281 has Potential Commercial Opportunity in Three 
Broad Areas 
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Autoimmune 
Diseases 

Maternal Fetal 

Disorders 

Product 

Immunogenicity 

M281 

• ~45 rare autoimmune disorders driven by autoantibodies 

• Potential for broad applicability across many autoantibody 
driven autoimmune diseases 

• Maternal fetal diseases which affect the fetus and newborn    
caused by antibody transfer from the mother to the fetus 

• Poorly treated, underserved diseases with high unmet need 

• Unique opportunity which leverages M281’s potentially 
differentiated safety and potency 

• Neutralizing antibodies against biologic therapies can inhibit 
the efficacy or potential to re-dose certain biologics 

• Potentially enabling for certain biologic therapeutic 
approaches 



Generalized MG (gMG) Phase 2 POC Study Design 
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HDFN – An Under-addressed and Potentially 
Devastating Disorder 
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Rare and Concentrated No Approved Treatments 

• 4,000 – 8,000 HDFN cases per year in the US 
• Single specialty prescriber – Maternal Fetal 

Medicine 
• Focused centers of excellence 

• Intrauterine transfusion (IUT) is standard of 
care 

• Other off-label treatments, like IVIg and 
plasma exchange, may also be used  

High Morbidity and Potentially Life-Threatening Heavy Patient Care Burden 

• IUT complications include bleeding, infection, 
premature rupture of membranes, or preterm 
delivery, fetal death 

• Fetal complications include severe anemia, 
jaundice, congestive heart failure, hydrops, and 
death 

• Frequent physician visits 
• IUT requiring all-day and possibly overnight 

hospital stay with many resources 
• Significant impact on family life; Disease 

impacts choice of having children 



Clinical Rationale for HDFN: M281 Anti-FcRn 
Blockage Mechanisms of Action 
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Decrease circulating levels of IgG including 
pathogenic auto- and allo-antibodies  

Block placental transfer of maternal IgG including 
pathogenic alloantibody 

pH 7.4 

pH 5 - 6 Y 
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6 

pH 7.4 
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Seen in cynomolgus monkey embryo-fetal 
development (EFD) study 

 

Seen in First-in-Human study  and  
in cynomolgus monkey EFD Study  



Targeting  
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M281 Development Plan – Hemolytic Disease of 
the Fetus and Newborn (HDFN) 
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Potency 
 

Up to 10x increase in 
potency could allow for 

greater immune 
modulation 

Convenience 
 

Enables subcutaneous 
administration that could 

reduce the burden to 
patients and health systems 

due to shorter infusion times 

Safety profile 
 

Decreased dose reduced 
treatment-associated AE’s 

and could allow for 
steroid-sparing in patients 

M254 offers the potential to provide enhanced: 

M254: Hyper-sialylated IVIg (hsIgG) Targeted to Enter a 
Phase 1/2 Proof of Concept Study in Early 2019 

Goal to initiate a clinical 
trial designed for rapid 

proof-of-concept 

M254 
Target Opportunities 

80+ rare autoimmune disorders 
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M254: First-in-Human Phase 1/2 Study 
Design in ITP 
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M254: Development Plan for Phase 1/2 POC Study 
in ITP 

Potential launch in 2024 in one or more autoimmune indications 
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Potential first-in-class recombinant Fc 
multimer designed with enhanced 
avidity for Fc receptors 

 

M230 showed a higher potency and 
efficacy at a lower dose than IVIg in 
preclinical chronic ITP model 

 

A Phase 1 trial in healthy volunteers is 
ongoing and CSL expects it to be 
completed in 2019 

Source: Ortiz et al. Science Translational Medicine, 16 November 2016, Volume 365, pp 1-13 
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with CSL 
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Third Quarter 2018 Financial Results 

Q3 2018 Q3 2017 

Product Revenue(2) $13.6M $10.9M 

Research & Development Revenue(3)  $1.3M $13.2M 

Total Revenues $14.9M $24.1M 

R&D Expenses(4) $30.7M $37.9M 

G&A Expenses $20.4M $20.7M 

Restructuring $15.5M -- 

Total Operating Expenses(5) $66.6M $58.6M 

(1) Net loss for the third quarter of 2018 includes restructuring charges of $15.5 million. 
(2) Increase of $2.7 million, or 25%, in Glatopa® revenues was due to a non-recurring deduction of a $5.0 million contractual commitment in 2017, offset by lower net 

sales driven by Mylan’s entry into the COPAXONE® market. 
(3) Decrease of $11.9 million, or 90%, was primarily due to a $10.0 million milestone achieved in the 2017 period  and lower reimbursable expenses for the Company’s 

complex generic programs in collaboration with Sandoz. 
(4) Decrease of $7.2 million, or 19%, was due to decreased external R&D expenses for M923 offset by increases in spending for M281 and M230. 
(5) Total GAAP operating expenses in the third quarter of 2018 include $15.5 million in restructuring charges. 

 

Q3 2018 Q3 2017 

GAAP Net Loss(1) $50.3M $33.2M 
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Third Quarter 2018 Non-GAAP Operating Expense & Cash 
Position  

  

(1) Non-GAAP operating expense is total operating expenses (which excludes collaboration expenses reimbursable by Mylan), 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. For the three months ended September 30, 2018 stock-based compensation was 
$4.9 million, restructuring costs were $15.5 million and reimbursement revenues from collaboration partners was $0.6 million. 

3 Mos Ended  
September 30 , 2018 

 (Actual) 

Non-GAAP Operating Expense(1) $45.7M 
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Q3 2018 Q2 2018 

Cash, Cash Equivalents and 
Marketable Securities 

$281.6M $321.2M 



Fourth Quarter & Full Year 2018 Financial Guidance 

  2Q 2012   2Q 2011  
  

  (1) Non-GAAP operating expense is total operating expenses (which excludes collaboration expenses reimbursable by Mylan), 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. Approximately $1.4 million in additional 
charges related to the Company’s restructuring are anticipated to be recorded in the quarter ended December 31, 2018. The Company expects 
collaborative reimbursement revenues to be approximately $0 - $2 million per quarter of 2018. 

Q4 2018 
Guidance(2) 

2018 
Guidance(2) 

Non-GAAP Operating Expense(1) ~$45M - $55M 
 

~$230M - $240M 
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