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Disclaimers and Forward-looking Statements

This presentation contains “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995, as amended, including, without limitation, implied and express statements
regarding the future of the Company’s business, the Company’s future plans and strategies, commercial opportunities, interactions with regulators, regulatory approvals, preclinical and clinical results, future financial
condition, the timing of preclinical and clinical trials, including data from such trials and other expected milestones, the timing of insurance coverage determinations for TYRVAYA Nasal Spray and the potential
therapeutic and clinical benefits of the Company’s product candidates and other future conditions. The words "if approved," “may,” “will,” “should,” “would,” “expect,” “plan,” “pipeline,” “anticipate,” “could,” “intend,”
“target,” “project,” “contemplate,” “believe,” “estimate,” “predict,” “potential” or “continue” or the negative of these terms or other similar expressions are intended to identify forward-looking statements, although not all
forward-looking statements contain these identifying words. The reader is cautioned not to rely on these forward-looking statements. All forward-looking statements contained in this press release are based on
current expectations and assumptions of the Company, and are subject to a number of risks, uncertainties and assumptions, including, among other things: the Company’s plans and potential for success relating to
commercializing TYRVAYA, and the availability and sufficiency of third-party payor coverage and reimbursement in connection with TYRVAYA; the Company's estimates associated with the Company's plan to
streamline operating expenses, including the associated reduction in force, and any resulting savings benefits the Company expects to achieve; the beneficial characteristics, safety, efficacy and therapeutic effects
of TYRVAYA and the Company’s preclinical and clinical product candidates; the Company’s plans relating to the further development and manufacturing of TYRVAYA and its preclinical and clinical candidates,
including potential additional indications or disease areas to be evaluated and pursued; the timing of initiation of the Company’s future preclinical studies or clinical trials; the uncertainties inherent in pharmaceutical
research and development, including the likelihood of positive preclinical study results, and the likelihood of clinical trials demonstrating the safety and efficacy of the Company’s product or product candidates; the
timing or likelihood of regulatory filings and approvals of TYRVAYA and our clinical and preclinical candidates, including in potential additional indications for TYRVAYA and potential filings in additional jurisdictions;
the prevalence of dry eye disease and Neurotrophic Keratopathy (NK) and the size of the market opportunities for the Company’s product candidates; the expected potential benefits of strategic collaborations with
third parties and the Company’s ability to attract collaborators with development, regulatory and commercialization expertise; existing regulations and regulatory developments in the United States and other
jurisdictions; the Company’s plans and ability to obtain or protect intellectual property rights throughout the world, including extensions of existing patent terms where available; the Company’s continued reliance on
third parties to conduct additional preclinical studies and clinical trials of its product candidates, and for the manufacture of its product and product candidates; economic factors, such as interest rate and currency
exchange rate fluctuations; manufacturing difficulties or delays, internally or within the supply chain; product efficacy or safety concerns resulting in product recalls or regulatory action; financial instability of
international economies and legal systems and sovereign risk; risks related to the impact of the COVID-19 global pandemic, such as the scope and duration of the outbreak, government actions and restrictive
measures implemented in response, material delays and cancellations of medical procedures, supply chain disruptions and other impacts to the business, or on the Company’s ability to execute business continuity
plans, as a result of the COVID-19 pandemic; the Company’s ability to recruit and retain key personnel needed to develop and commercialize its product and product candidates, and to grow the Company; the
accuracy of the Company’s estimates regarding expenses, future revenue, capital requirements and needs for additional financing; the Company’s financial performance; market conditions; the sufficiency of the
Company’s existing capital resources to fund its future operating expenses and capital expenditure requirements; and the Company’s expectations regarding the period during which it will qualify as an emerging
growth company under the JOBS Act. A further list and descriptions of these risks, uncertainties and other factors can be found in the Company’s Annual Report on Form 10-K for the fiscal year ended December 31,
2021, including in the sections captioned “Special Note Regarding Forward-Looking Statements” and “Item 1A. Risk Factors,” and in the Company’s subsequent Quarterly Reports on Form 10-Q and other filings that
it makes with the Securities and Exchange Commission from time to time. Copies of these filings are available online at www.oysterpointrx.com. Any forward-looking statement made in this presentation speaks only
as of the date of this release. The Company does not undertake to update any forward-looking statement as a result of new information or future events or developments, except as required by law. No
representations or warranties (expressed or implied) are made about the accuracy of any such forward-looking statements.
This presentation is intended for the investor community only. It is not intended to promote the products discussed in the presentation, or to otherwise influence healthcare prescribing decisions. This presentation
includes discussions of products that are under preclinical or clinical investigation, and which have not yet been approved for marketing by the U.S. Food and Drug Administration. They are currently limited by
Federal law to investigational use, and no representation is made as to their safety or effectiveness for the purposes for which they are being investigated.
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Oyster Point: First-in-Class Therapies to Treat Ophthalmic Disease
First FDA Approved Product

`

▪
▪

TYRVAYA® (varenicline solution) nasal spray 0.03 mg
The first and only FDA approved nasal spray for the signs and symptoms of dry
eye disease1

Leading Ophthalmology Team
▪
▪
▪

Front of the eye focused field-based sales resources
Ophthalmic sales, marketing and market access teams bring proven experience in
eye care space
Deep expertise in R&D, clinical operations, and regulatory affairs for both front and
back of the eye diseases

Transformative Pipeline2

▪
▪

OC-01 (varenicline solution) nasal spray for Neurotrophic Keratopathy
Enriched Tear Film (ETF™) Gene Therapy

1. The most common adverse reaction reported in 82% of patients was sneezing. Events that were reported in 5-16% of patients were cough, throat irritation and instillation-site (nose) irritation.
2. Products and indications under development. These products have not been approved for use in this indication in any country.
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Leadership Team - Unparalleled Passion & Expertise in Ophthalmology

Jeffrey Nau, PhD

Daniel Lochner

Marian Macsai, MD

Michael Campbell

Eric Carlson, PhD

President and CEO

Chief Financial Officer &
Chief Business Officer

Chief Medical Officer

Senior Vice President,
Head of Commercial

Chief Scientific Officer

Formerly Acuity, NeoVista,
Genentech, Ophthotech

Formerly Goldman Sachs
(Managing Director)

Northshore / Corneal
Specialist, WHO,
FDA Advisory Committee

Formerly Shire / Novartis,
Genentech, J&J Vision

Formerly Alcon / Novartis,
Aerie, Akorn
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Development Pipeline

Product

Indication

Development Phase

Neurotrophic Keratopathy Stage 1

Phase 2 - Results expected 4Q 2022

OC-101 AAV - NGF (nerve growth factor)

Neurotrophic Keratopathy Stage 2 and 3

Pre-IND Meeting - Expected in 2H 2022

OC-103 AAV - undisclosed

Vernal Keratoconjunctivitis /
Severe Allergic Conjunctivitis

Pre-IND Meeting - Expected in 2H 2022

Small Molecule Programs
OC-01 (varenicline solution) nasal spray
ETF™ Gene Therapy Approach

Investigational treatments are not approved for use by regulatory health authorities. Safety and efficacy for the proposed indications have not been established.
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Dry Eye Disease Affects a Large, Underserved Population

U.S. Dry Eye Disease Population

Prevalence

Diagnosed

Of the ~17 Million U.S. Adults Diagnosed With Dry Eye Disease,
~14 Million Adults May Be Willing to Try a New Treatment

~38 million people estimated to suffer
from dry eye disease (~739 million
worldwide)1

~17 million people1

Potential
Addressable
U.S. Dry Eye
Population:

80%3 of

~7M

patients ever treated
with Rx are willing to
try a new treatment

86%4 of ~2M
patients currently
on Rx are willing
to try a new
treatment5

~14M
Patients on
Rx Therapy

Patients
Who Have
Tried Rx
Therapy

~2 million patients2

diagnosed
patients
are willing to try
new treatments

82%5 of ~8M
patients naïve to Rx
are willing to try a
new treatment

>7 million adults2 have tried Rx therapy
options prior to TYRVAYA® market entry

Source: Oyster Point Internal Documents (April 2019 Market Landscape Assessment); ClearView Analysis.
1. Market Scope 2020 Dry Eye Products Report: A Global Market Analysis for 2019 to 2025
2. Source: Oyster Point internal documents and analysis – 2018; 3. N = 46 4. N = 50 5. N = 50 (2018 ZS Market Research).
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Significant Unmet Need in Dry Eye Prior to TYRVAYA® Entry

Rx Landscape Prior to TYRVAYA® Entry:
▪

Mechanisms of action primarily focused on inflammation, instead of tear film homeostasis

▪

Slow onset of action, measured in weeks to months

▪

Eye drops can sting and burn an already irritated ocular surface

▪

Tolerability and compliance issues with administration of eye drops

▪

Over 60% of Dry Eye Disease patients discontinued treatment within 12 months of initiation1

▪

Only 1/3rd of Eye Care Professionals strongly agreed that they are able to successfully treat
their patients with Dry Eye Disease with currently available prescription therapies2

1. White, D. E., Zhao, Y., Ogundele, A., Fulcher, N., Acs, A., Moore-Schiltz, L., & Karpecki, P. M. (2019). Real-world treatment patterns of cyclosporine ophthalmic emulsion and lifitegrast ophthalmic solution
among patients with dry eye. Clinical Ophthalmology (Auckland, NZ), 13, 2285.
2. ECP Quantitative primary research conducted by IPSOS (Top 2 Box on 7-point agreement scale, Base: Ophthalmologists (n=108), Optometrists (n=141) – March 2021
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Prior to TYRVAYA® Entry, Only 30% of ECPs felt they could
successfully treat their patients’ dry eye disease1

There's got to be …
alternatives with fewer
side effects, less stinging,
less burning, less
frequent use, faster mode
of onset. There's plenty of
room for improvement.2

ECPs report a majority of patients present
with symptoms of dry eye regardless of
their current treatment status3

>40% of patients
struggle with eye drops according to ECPs3
*does not imply these same patients would not struggle with a nasal spray as well.
Sources:
1.
IQVIA DSA research, April 2021.
2.
Precision Effect OC-01 Voice of Customer Interview Findings REV 12.2.20
3.
Ipsos ECP opportunity assessment, April 2021.
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Nearly 7 in 10 ECPs agree that disruption in tear film
homeostasis is a unifying characteristic of DED1

ECP Reactions

Patient Reactions

75% of ECPs

81% of patients

likely to prescribe Product X with a
product profile similar to TYRVAYA® 2

likely to try Product X with a product
profile similar to TYRVAYA® 3

Sources:
1. IPSOS ECP Opportunity Assessment, April 2021 – based on Product X profile
2. IQVIA DSA research, April 2021. – based on Product X profile
3. ZS Associates Patient Research, May 2021

TYRVAYA® Prescribing Information

First and Only FDA-Approved Nasal Spray for the Signs and
Symptoms of Dry Eye Disease

✓

Clean and simple Prescribing Information

✓

Convenient twice-daily dosing

✓

No contraindications

✓

Adverse events well characterized and tolerated1

(1) 2% of Tyrvaya-treated patients discontinued due to adverse events in clinical trials compared to 2% (7/324) of vehicle-treated patients Adverse reactions are temporally related to administration and are
transient in nature. The most common adverse reaction reported in 82% of TYRVAYA® treated patients was sneezing .

FOR INFORMATIONAL PURPOSES ONLY – NOT INTENDED FOR PROMOTION
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TYRVAYA® Provides an Important Treatment Option for Dry Eye Disease

TYRVAYA® Unique Selling Proposition: Natural, Basal Tears

Bio-Activation of the
Natural Tear Film

✓

✓
✓
✓

Preservative-free nasal spray delivering 0.03 mg
varenicline in each 0.05 mL spray
INDICATION: Treatment of the signs and
symptoms of dry eye disease1

Sufficient natural, basal tear film is critical to a healthy ocular surface
TYRVAYA® believed to activate the trigeminal parasympathetic pathway resulting in
increased production of basal tear film
52% of Patients (ONSET-1) and 47% of Patients (ONSET-2) Achieved > 10 mm
Improvement from Baseline in Schirmer’s Score in 28-Day Studies with Dry Eye
Disease
TYRVAYA spares the already irritated ocular surface through a unique mechanism of
action (trigeminal parasympathetic pathway) and route of administration (nasal spray)

Physician
Sample

30 Day
Supply

(1) The most common adverse reaction reported in 82% of patients was sneezing. Events that were reported in 5-16% of patients were cough, throat irritation and instillation-site (nose) irritation.

FOR INFORMATIONAL PURPOSES ONLY – NOT INTENDED FOR PROMOTION
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TYRVAYA® Unique Mechanism of Action
Efficacy in Dry Eye Disease

Trigeminal Nerves in Anterior Nasal Cavity

1

▪ Receptor binding is believed to activate the trigeminal
parasympathetic pathway resulting in increased
production of basal tear film2
3

▪ Trigeminal nerve is a pathway for parasympathetic
stimulation of the LFU
▪ Upon trigeminal nerve activation, the LFU is stimulated to
produce complete tear film
▪ This pathway innervates the lacrimal glands, meibomian
glands, and goblet cells, resulting in increased
production of basal tear film as a treatment for dry eye
disease2

LFU=lacrimal functional unit.
Sources: 1. Oyster Point Pharma, Inc. Data on file. 2021. 2. The exact mechanism of action has not been confirmed. 3. Bron AJ et al. Ocul Surf. 2017;15(3):438-510.
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There is No Substitute for Natural Tear Film

Natural tears contain growth factors, such as nerve growth factor (NGF) and
epidermal growth factor (EGF) that are critical regulators for corneal wound healing.
A healthy tear film lubricates and protects the eyes from injury and infection, washes
away foreign particles, and contributes refractive power for clear vision.

Natural tears contain a complex mixture of lipids, proteins, mucins,
and electrolytes1,2
• Over 1,500 proteins

• Contain growth factors (NGF, EGF)

• 5+ lipid classes

• Has anti-inflammatory (lactoferrin) and
antimicrobial (lysozyme) properties

• 20+ mucins

1. Klenkler, B., Sheardown, H., & Jones, L. (2007). Growth factors in the tear film: role in tissue maintenance, wound healing, and ocular pathology. The ocular surface, 5(3), 228-239.
2. Willcox, M. D., Argüeso, P., Georgiev, G. A., Holopainen, J. M., Laurie, G. W., Millar, T. J., ... & Suarez, T. (2017). TFOS DEWS II tear film report. The ocular surface, 15(3), 366-403.
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TYRVAYA® was Uniquely Studied in a Broad Population of Dry Eye
Patients Which We Believe Will Enable A Larger Patient Population
“Real World” Study Designs Utilized to Evaluate TYRVAYA® (varenicline solution) Nasal Spray
▪ Clinical Studies Utilized All-Comer, Eye Dryness Score (EDS) Subjects

▪ Subjects were enrolled with baseline Eye Dryness Scores (EDS) from 2-100 and Schirmer’s Score < 10 mm
▪ Subjects included mild, moderate and severe dry eye disease subjects
▪ Clinical Studies Did Not Utilize Placebo Run-in Period

▪ “Run-in periods can dilute or enhance the clinical applicability of the results of a clinical trial, depending on the
patient group to whom the results will be applied”1
▪ Clinical Studies Allowed Subject Artificial Tear Use

▪ Allowed artificial tear use in order to mimic real-world conditions

1. Pablos-Méndez, A., Barr, R. G., & Shea, S. (1998). Run-in periods in randomized trials: implications for the application of results in clinical practice. JAMA, 279(3), 222-225
Adverse Reactions: The most common adverse reaction reported in 82% of TYRVAYA treated patients was sneezing. Other common adverse reactions that were reported in >5% of patients
include cough (16%), throat irritation (13%), and instillation-site (nose) irritation (8%).
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Important Safety Information

Adverse Reactions: The most common adverse reaction reported in 82% of TYRVAYA®
treated patients was sneezing. Other common adverse reactions that were reported in >5% of
patients include cough (16%), throat irritation (13%), and instillation-site (nose) irritation (8%).
Adverse reactions are temporally related to administration and are transient in nature.
In clinical trials of TYRVAYA® 2% of subjects discontinued due to any treatment emergent
adverse event.
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Commercial Update

Three Core Strategies to Drive TYRVAYA® Launch

DRIVE EYE CARE PRACTITIONER AWARENESS

ENABLE ACCESS AND AFFORDABILITY

ENGAGE AND ACTIVATE APPROPRIATE PATIENTS
CONFIDENTIAL
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Drive Eye Care Practitioner (ECP) Awareness and Action

Provide Education and Marketing
Campaigns to the ECP

▪ Competitively sized specialty sales force targeting
approximately 21,000 ECPs, representing over 90%
of the prescriptions written for dry eye disease

▪ In Q2 2022, approximately 5,700 unique ECPs
wrote an Rx for TYRVAYA®
▪ Broad ECP education and marketing leveraging novel
MOA and nasal spray ROA

▪ Utilizing virtual peer-to-peer programs

CONFIDENTIAL
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Enable Access and Affordability for TYRVAYA® Nasal Spray

Enabling Patient Access
to TYRVAYA® Nasal Spray
▪ TYRVAYA now covered by commercial prescription drug
plans managed by the nation’s top three Pharmacy Benefit
Manager Group Purchasing Organizations

▪ Medicare Part D coverage expected in Q4’22, and as early as
September 2022
▪ Comprehensive pharmacy distribution
▪ TYRVAYA is available at retail pharmacies as well as
through an online pharmacy network
▪ TEAMTyrvayaTM patient support services program
▪ Bridge, Savings and Cash Discount Programs
CONFIDENTIAL
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TEAMTyrvayaTM Patient Services Program
Developed to Create an Optimized Experience for Patients and Providers
™

Prior Authorization
Support Services

Hub Services

Electronically Connecting Stakeholders
to Simplify the PA Process

Centralized Point of Prescription Coordination
to Provide Convenience to Patients
• Simple enrollment to program via
eRx
• Affordability options built into
program
• Home delivery offers convenience &
improves adherence

Patient
Support
Center

PA
Support

• Exclusive integration at pharmacy
• Directly connected to payers

• Simplified, expedited PA process
Affordability

• Majority of prescribing ECPs actively
use portal

Patient Savings Offer Administrator
Integrated Payment Processing Services to
Administer Bridge and Savings Offers
CONFIDENTIAL

20

Bridge and Expanded Access Programs

Bridge & Savings:

Expanded Access Programs:

Available for Eligible Commercial Patients

Available for Eligible Patients with Insufficient Insurance Coverage

Insured / Covered Patients

Insured Patients

▪ Commercially insured patients with coverage can obtain
TYRVAYA® for as little as $0 out-of-pocket with a $275
monthly cap

▪ Who are either denied coverage or covered with an out-ofpocket cost over $150

Insured / Pending Coverage Patients
▪ Commercially insured patients waiting on a coverage
determination can pay $10 out-of-pocket (no cap)

Note: Terms and conditions apply.

Other Eligible Patients
▪ Patients with no insurance

CONFIDENTIAL
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Engage and Activate Appropriate Dry Eye Disease Patients

Address the unmet needs of a broad audience
• The mild, moderate, and severe dry eye disease patient

Direct marketing that provides effective
education to the patient
• Utilizing extensive digital, social and direct-to-patient
media
• Patient education and marketing with focused direct-toconsumer campaigns leveraging novel MOA and nasal
spray ROA

CONFIDENTIAL

22

Comprehensive Patient Campaign
Brochure

Tent Card

Wall Cling

In-Office
Patient
Materials

Tyrvaya.com
Engaging Video Content

Social Ads on Facebook and Instagram

Digital
Patient
Footprint

CONFIDENTIAL
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TYRVAYA® Hybrid Distribution Model
Focused on wide access with cost effective, convenient options for patients

Contract
Manufacturing
Organization
(CMO)

Third Party
Logistics

Wholesalers

Patient
Services
Hub

Retail
Pharmacies

Patient

Online pharmacy
network

Patient

CONFIDENTIAL
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Strong Global IP Position for TYRVAYA®

U.S. TYRVAYA®
Nasal Spray

Global Patent
Filings: OC-01
(varenicline)
Nasal Spray

▪

U.S. license granted for patents covering varenicline tartrate owned by Pfizer (expires
February 2023)

▪

Six issued U.S. patents (expiration no earlier than 2035), and one pending application
relating to methods and/or formulations

▪

Patents relating to methods of treating dry eye disease, increasing tear production,
increasing the amount/concentration of lacrimal proteins, and improving ocular
discomfort using varenicline, as well as pharmaceutical formulations for local nasal
administration of varenicline

▪

Granted/Allowed patents in Australia, China, Eurasia, Europe*, Hong Kong, Israel,
Japan, Malaysia, Mexico, and Singapore

▪

Pending ex-U.S. applications in Australia, Brazil, Canada, China, Europe, Hong Kong,
Israel, Japan, Korea, Mexico, Philippines, Singapore, and South Africa

▪

Ex-U.S. expiration no earlier than 2035

* Currently in Opposition proceedings. EPO has published initial opinion in favor of Oyster Point.

CONFIDENTIAL
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Transformative Development
Pipeline

OC-01 (varenicline solution) nasal spray
OLYMPIA Phase 2 Study for Neurotrophic Keratopathy
OC-01 is under investigation for use in Neurotrophic Keratopathy, and is not approved for use in this indication in any country
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Neurotrophic Keratopathy (NK) Overview

Disease State
NK is a rare, degenerative disease
resulting from a loss of corneal
sensation, which causes
progressive damage to the cornea

Pathophysiology

Causes
Herpes simplex, varicella zoster
(shingles), diabetes, multiple
sclerosis, leprosy

Corneal hypoesthesia/anesthesia,
decreased tearing and blinking.
Decreased corneal lubrication and
epithelial healing

Mean age ~63 +/- 21 years

Current Treatment
Options*
Artificial/serum tears, surgery,
topical nerve growth factor
(NGF) priced at ~$97K/course

Unmet Need

Potential
Market Size
NK is a disease with an
estimated prevalence of
11/10,0001

*FDA approved or unapproved as prescribed or
administered

rhNGF** treatment may present
challenges for patients
▪
▪
▪

Treatment burden
Incomplete healing of cornea
Recurrence of disease
**rhNGF = recombinant human nerve growth factor

28
OC-01 is under investigation for use in Neurotrophic Keratopathy, and is not approved for use in this indication in any country

Neurotrophic Keratopathy - Oyster Point Development Plans
Designed for Potential to Treat All Stages of NK

Mackie
Classification
Stage 1

Mackie
Classification
Stage 2

Mackie
Classification
Stage 3

Corneal Epithelial
Hyperplasia/Alterations

Persistent Epithelial
Defect

Corneal Ulcer/
Stromal Melting

OLYMPIA
Phase 2
Enrolling

Enriched Tear Film
(ETF™) Gene Therapy
Program

Enriched Tear Film
(ETF™) Gene Therapy
Program

Note: OC-01 is under investigation for use in Neurotrophic Keratopathy and is not approved for use in this indication in any country. Enriched Tear Film (ETF™) Gene Therapy is an
investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.

29

Neurotrophic Keratopathy Landscape
Mackie Classification
Stage 1

Mackie Classification
Stage 2

Mackie Classification
Stage 3

~123K Patients2

~123K Patients2

Dry Eye Disease

~17M Patients1
Diagnosed

*

~123K
Patients2

*As many as 15%3 of patients with Dry Eye Disease may have undiagnosed NK
1.
2.
3.
4.

1- Market Scope 2020 Dry Eye Products Report: A Global Market Analysis for 2019 to 2025
2- Saad, S., Abdelmassih, Y., Saad, R., Guindolet, D., El Khoury, S., Doan, S., & Gabison, E. E. (2020).
Neurotrophic keratitis: Frequency, etiologies, clinical management and outcomes. The ocular surface, 18(2), 231-236.
3- Oyster Point Data on File
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OLYMPIA Phase 2 Study Design

Phase 2, Multi-center, Randomized, Controlled, Double-Masked, Clinical Trial to Evaluate the Efficacy and Safety of
OC-01 (varenicline solution) Nasal Spray in Subjects with Stage 1 Neurotrophic Keratopathy (the OLYMPIA Study)
Primary Endpoint:
▪

Diagnosed
Neurotrophic
Keratopathy
Mackie Classification:
Stage 1
(corneal epithelial hyperplasia /
punctate keratopathy)

1.2 mg/ml
OC-01
Nasal Spray

Randomized
1:1

TID for
56 Days
Vehicle
Control
(Placebo)

Mean change from baseline in corneal fluorescein
staining at Week 8

Secondary Endpoints:

▪

Mean change from baseline in ETDRS Visual Acuity
at Week 8

▪

Percentage (%) of subjects that progress to Stage 2
(Persistent Epithelial Defect (PED)) at Week 8

▪

Improvement in corneal sensitivity at Week 8

Trial Status:

▪

1. Neurotrophic keratitis: Frequency, etiologies, clinical management and outcomes, The Ocular Surface, Volume 18, Issue 2, April 202, Pages 231-236
OC-01 is under investigation for use in Neurotrophic Keratopathy, and is not approved for use in this indication in any country

33 centers in the US currently enrolling subjects as
of June 12
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OC-101 (AAV-NGF)
Stage 2 and 3 Neurotrophic Keratopathy
OC-101 (AAV-NGF) is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.
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Enriched Tear Film (ETF™) Gene Therapy Approach

Ability to Deliver Gene Therapy Targets to Treat Diseases of the Ocular Surface and
Anterior Chamber

Improved Patient Dosing to Change the Compliance Paradigm

Investigational Treatment Approach with the Potential to Revolutionize the Way That
Ocular Surface Disease Therapy is Delivered
33
Note: Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.

OC-101 Therapeutic Approach: Intralacrimal Gland Administration
Delivery of Target Into Natural Tear Film

•

Direct delivery of vector into the lacrimal gland via a single low volume
injection under topical anesthesia as an in-office procedure.

•

Promotes increased transduction efficiency and requires a very low dose
of AAV.

•

Constant secretion of therapeutic target into the tear film.

•

Focused on delivering naturally occurring proteins, peptides, and
enzymes.

•

Basal tear production may secrete non-therapeutic levels of target
proteins, peptides and/or enzymes due to current disease state

•

Cholinergic activation with OC-01 (varenicline solution) nasal spray may
increase target concentration in the tear film to modulate therapeutic
levels

AAV Injection of Lacrimal Gland

Cholinergic Activation of
Enriched Tear Film
Note: Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country. OC-01 is under
investigation for use in Neurotrophic Keratopathy and is not approved for use in this indication in any country.
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Nerve Growth Factor Expression in Rabbits

OC-101 (AAVx-hNGF)
3,000

2,776

▪

▪

▪

Single 50 microliter intralacrimal
injection in rabbits
Nerve Growth Factor (NGF) production
measured as early as Day 7
Significant NGF expression secreted
into the rabbit tear film, continuing to
Day 42

Tear hNGF (pg/ml)

2,500

Normal hNGF tear levels
equal to 50 pg/ml

2,000
1,664
1,500

1,401

1,383

1,000

785
590

500

0
Day 7

Day 14

Day 21

Day 28

Day 35

Day 42

Days Post-Transduction
Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.
All epithelial organs contains stem cells regenerating continuously. AAV is a non-integrative vector that can be lost when cell division occurs.
Colella, P., Ronzitti, G., & Mingozzi, F. (2018). Emerging issues in AAV-mediated in vivo gene therapy. Molecular Therapy-Methods & Clinical Development, 8, 87-104.
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Nerve Growth Factor Expression in Pigs

OC-101 (AAVx-hNGF)
6,808

7,000

▪

▪

▪

6,000

Single 40 microliter intralacrimal injection
in pigs
Porcine lacrimal glands are similar in
morphology to human lacrimal glands
Nerve Growth Factor (NGF) production
measured as early as Day 7

Significant NGF expression secreted into
the tear film, continuing through Day 42

Tear hNGF (pg/ml)

▪

5,439

Normal hNGF tear levels
equal to 50 pg/ml

5,245

5,000
4,000

3,661
3,317

3,028

3,000
2,000
1,000
0
Day 7

Day 14

Day 21

Day 28

Day 35

Day 42

Days Post-Transduction
Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.
All epithelial organs contains stem cells regenerating continuously. AAV is a non-integrative vector that can be lost when cell division occurs.
Colella, P., Ronzitti, G., & Mingozzi, F. (2018). Emerging issues in AAV-mediated in vivo gene therapy. Molecular Therapy-Methods & Clinical Development, 8, 87-104.
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Nerve Growth Factor Expression at 42 Days

▪

Lacrimal glands from pigs transduced with AAVNGF were harvested 42 days after intralacrimal
gland injection

▪

Immunohistochemistry demonstrated robust
expression of NGF in lacrimal gland acinar cells at
Day 42

▪

NGF staining within the duct was positive,
suggesting continuous transport to the tear film

▪

No inflammatory signals or infiltrate observed in the
stained sections
200x anti-hNGF (green)

© 2022 Oyster Point Pharma, Inc. All rights reserved.
Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.
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Nerve Growth Factor Expression from Ductal Epithelial Cells and Acinar
Cells
▪

Transduction of ductal epithelial cells and acinar cells ► ~100X+ normal tear NGF levels

▪

Ductal epithelial cell turnover ► ~100X normal tear NGF levels

▪

Acinar cell steady state production ► ~10X normal tear NGF levels
DAPI Stain (Nuclear Stain)

Immunohistochemistry for
Human Nerve Growth Factor

NGF Present in Duct

NGF in Acinar Cells

© 2022 Oyster Point Pharma, Inc. All rights reserved.
Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.
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AAV-NGF Safety at 42 Days in Rabbits and Pigs

▪

No mortality, macroscopic or microscopic changes to
any tissues/organs

▪

No ocular findings with AAV-NGF or OC-01 (varenicline
solution) nasal spray

▪

No nasal findings associated with administration of
OC-01 (varenicline solution) nasal spray

▪

No systemic findings with OC-01 (varenicline solution)
nasal spray

Pre-IND meeting request submitted to the U.S. FDA
for Enriched Tear Film (ETFTM) gene therapy to target
Stages 2 and 3 Neurotrophic Keratopathy

50x H&E staining

© 2022 Oyster Point Pharma, Inc. All rights reserved.
Enriched Tear Film (ETF™) Gene Therapy is an investigational approach to therapy for ocular surface diseases that has not been tested in humans or approved for use in any country.
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Financial and Partnership
Summary

Income Statement (as of Q2’22)

Three months ended June 30,
2022
2021
Revenue:
Product revenue, net
Total revenue
Cost of product revenue
Operating expenses:
Sales and marketing
General and administrative
Research and development
Total operating expenses
Loss from operations
Other (expense) income, net
Interest expense
Other (expense) income, net
Total other (expense) income, net
Net loss and comprehensive loss
Net loss per share, basic and diluted
Weighted average shares outstanding, basic and diluted

$

$
$

4,693
4,693
1,310

$

Six months ended June 30,
2022
2021

-

$

7,397
7,397
1,646

$

-

28,103
14,004
4,664
46,771
(43,388)

6,210
9,086
6,730
22,026
(22,026)

55,075
26,930
9,345
91,350
(85,599)

10,777
17,611
12,558
40,946
(40,946)

(3,156)
(3,398)
(6,554)
(49,942)
(1.87)
26,744,008

10
10
(22,016)
(0.85)
25,989,913

(6,222)
(6,013)
(12,235)
(97,834)
(3.67)
26,688,103

21
21
(40,925)
(1.58)
25,957,186

$
$

$
$

$
$
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Balance Sheet Highlights (as of Q2’22)

(unaudited)
Cash and cash equivalents
Working capital*
Total assets
Long-term debt, net
Stockholders’ equity

$
$
$
$
$

June 30, 2022
104,876
101,584
143,935
91,435
10,775

December 31, 2021
$
193,372
$
186,448
$
222,617
$
89,815
$
99,537

* Working capital is defined as current assets less current liabilities.

CONFIDENTIAL
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Credit Facility with OrbiMed

$125 Million Term Loan Credit Facility:
•

Credit facility put in place with OrbiMed Royalty & Credit Opportunities III, LP (OrbiMed) on
August 5, 2021 and matures in August 2027

•

Structured for full principal repayment at maturity

•

Credit facility provides for loans to be funded in three separate tranches:
•

Tranche 1 ($45 million) was funded on August 5, 2021

•

Tranche 2 ($50 million) was funded on November 4, 2021

•

Tranche 3 ($30 million) to be funded at Company's option upon receiving $40 million in
TYRVAYA® Nasal Spray net recurring revenue in any 12 month period prior to March 31, 20231

1. Net recurring revenue as defined in the Credit Agreement. Tranche 3 is also subject to other conditions. There can be no assurance that the Company will meet the net recurring revenue minimum
CONFIDENTIAL
threshold to enable the Company to draw on the third tranche.
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Ex. U.S. Licensing Partnership
China Partnership with Ji Xing Pharmaceuticals (Ji Xing):
•

On August 5, 2021, announced exclusive License Agreement with Ji Xing to develop and commercialize OC-01
(varenicline) nasal spray and OC-02 (simpinicline) nasal spray in Greater China (China, Hong Kong, Macau and
Taiwan)

•

Ji Xing is a biotechnology company headquartered in Shanghai and founded by RTW Investments, LP, focused
on bringing breakthrough medicines to underserved Chinese patients

•

Ji Xing will be responsible for development and commercialization costs in Greater China

•

Announced first patients enrolled in the phase 3 clinical trial of OC-01 in China on July 22, 2022

Ji Xing Partnership Economics:
•

Received $17.5 Million upfront

•

Received 0.75% Equity in Ji Xing

•

Up to $204.8 Million in potential development and sales-based milestones

•

Tiered royalty payments based on future net sales (low teens to low twenties royalties)
CONFIDENTIAL
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Oyster Point is Poised to Be a Leader in Ophthalmology

Anticipated 2022 Milestones

Continued
Commercial
Launch

Phase 2
Clinical
Development

ETF™ Gene
Therapy
Platform

Stage 1
Neurotrophic
Keratopathy (NK)

Pre-IND
Meeting
with FDA
(Stages 2/3 NK)

CONFIDENTIAL
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Supplementary TYRVAYA®
Clinical Trial Information
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Studies Enrolled Over 1,000 patients with Mild, Moderate or Severe Dry Eye

ONSET-1: Pivotal Trial

ONSET-2: Pivotal Trial

MYSTIC: Supportive Study

▪
▪
▪
▪

▪ TYRVAYA® 0.03 mg (n=260)
▪ Varenicline solution 0.06 mg (n=246)
▪ Vehicle (n=252)

▪ TYRVAYA® 0.03 mg (n=41)
▪ Varenicline solution 0.06 mg (n=41)
▪ Vehicle (n=41)

Primary Endpoint (Signs):

Primary Endpoint (Signs):

Primary Endpoint (Signs):

▪

▪

▪

TYRVAYA® 0.03 mg (n=48)
Varenicline solution 0.006 mg (n=47)
Varenicline solution 0.06 mg (n=44)
Vehicle (n=43)

Mean change in STS from baseline at
Week 4

Percent of subjects who had a >10-mm
improvement in STS from baseline at
Week 4

Mean change in STS from baseline at
Week 12

Select Secondary Endpoints (Symptoms):

Select Secondary Endpoints (Symptoms):

Select Secondary Endpoints (Signs):

▪

▪

▪

▪

Mean change in EDS from baseline at
Week 4
Mean change from baseline in EDS at 5
minutes in a Controlled Adverse
Environment (CAE®) at Week 3

▪

Mean change from baseline in EDS at
Week 2 & Week 4
Mean change from baseline in EDS at 5
minutes in CAE® at Week 4

Mean change from baseline in STS at
Week 1, Week 4, & Week 8

ONSET-1, ONSET-2, and MYSTIC were randomized, vehicle-controlled, and double-masked. All adults aged ≥22 years (the mean age was 59 years) diagnosed with dry eye disease; the majority of patients were female (75%).
Patients received one spray of either active drug or vehicle in each nostril twice daily. Enrollment criteria included minimal signs (i.e., anesthetized Schirmer’s test score [range 0-10 mm] and was not limited by baseline EDS [range 2100]). The use of artificial tears was allowed during the clinical trials.
CONFIDENTIAL
Controlled Adverse Environment (CAE®) is a registered trademark of Ora, Inc.
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Significant Increase in Tear Film Production at Week 4*

Natural Tear Film Production Increased by ≥10 mm in ~50% of patients

ONSET-1

ONSET-2
P=<0.01

P=< 0.01
60%

Tyrvaya

52%

% of Subjects

50%

Placebo

47%

40%
30%

28%

20%

14%

10%

0%

n=48

n=43

n=246

0.6 mg/ml

n=252

*Baseline average Schirmer’s Test Score (STS) values were 5.0 in ONSET-1 and 5.1 in ONSET-2. CochranMantel-Haenszel (CMH) test controlling for study site, baseline STS, and baseline EDS. All randomized and
treated patients were included in the analysis and missing data were imputed using last available data

TYRVAYA® (varenicline solution) Nasal Spray Prescribing Information is available at www.TYRVAYA.com
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Mean Change in Tear Film Production from Baseline as Measured By
Schirmer’s Test Score (STS)
Rapid Onset of Action and Sustained Tear Production
Mean change in STS from Baseline at Weeks 1, 4, 8, and 12†*

Rapid improvement of tear film production at Week 4*
12

ONSET-1

ONSET-2

11.7
11.3

10
8
6.3

6
4

3.2

2
0
n=46

n=43

0.6
mg/ml

n=260

MYSTIC

14

n=252

1.2
mg/ml

*Baseline average STS values were 4.8 for TYRVAYA and
4.5 for vehicle in ONSET-1, 5.1 mm for TYRVAYA and 4.9
mm for vehicle in ONSET-2. All randomized and treated
patients were included in the analysis and missing data were
imputed using last-available data.

Mean Change in STS, (mm)

Mean Change in STS, (mm)

14

12

11.6

Tyrvaya

10.7
10.1

10
8
6.5

6.9

6.1

6

Vehicle

10.8

6.0

4
2
0
1 Week

4 Weeks

8 Weeks

12 Weeks

† Baseline

average STS values were 5.5 mm for TYRVAYA
and 5.3 mm for vehicle in MYSTIC. All randomized and
treated patients were included in the analysis and missing
data were imputed using last-available data
All subjects were Hispanic or Latino
MYSTIC met the primary endpoint at Week 12 (P<0.05)
MYSTIC Limitations: Ex-US, single-center study. Weeks
1, 4, and 8 were not pre-specified endpoints.

TYRVAYA® (varenicline solution) Nasal Spray Prescribing Information is available at www.TYRVAYA.com
*Data not included in the TYRVAYA ® (varenicline solution) Nasal Spray U.S. Prescribing Information
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Mean Change from Baseline in Eye Dryness Score (EDS) in Controlled
Adverse Environment (CAE®)*
ONSET-1
0

n=45

-5

n=42

Max. discomfort
E
D
S

-4.4

-10
-15
-20

-16.0
No discomfort

-25

3 weeks†

Symptom Scale Reduction

Mean Change in EDS Score (mm)

Mean Change in EDS Score (mm)

Rapid Reduction in Symptoms of Dry Eye
ONSET-2
0

n=169

n=187

-5
-10
-15

-7.4
-10.3
Tyrvaya

-20

Vehicle

-25

4 weeks†

ONSET-1 met the secondary endpoint in the CAE® (P<0.05)
ONSET-2 endpoints were tested using a closed testing procedure in a hierarchical order to control for type-1 error (false-positives)
▪

The first secondary endpoint was mean change from baseline in EDS in the CAE® at Week 4; it did not meet statistical significance.

ANCOVA model with treatment, site, baseline STS, and baseline EDS as covariates. Average ONSET-1 baseline values: TYRVAYA® 63.7 mm, Vehicle 65.2 mm. Average ONSET-2 baseline values:
TYRVAYA 58.5 mm, vehicle 58.1 mm. EDS was rated by patients using a visual analogue scale (0=no discomfort, 100=maximal discomfort), with a greater reduction indicating greater symptom relief
† Observed data
Controlled Adverse Environment (CAE®) is a registered trademark of Ora, Inc.
*Data not included in the TYRVAYA® (varenicline solution) Nasal Spray U.S. Prescribing Information
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Mean Change from Baseline in Eye Dryness Score (EDS) in Clinic*
Reduction in Symptoms Measured as Early as 2 Weeks
ONSET-2

ONSET-1
n=45

n=42

n=46

n=43

0.0

n=255

n=248

n=255

n=248
TYRVAYA`

-5.0

Max. discomfort

-5.4

-6.3

E
D
S

-10.0

-15.0

-16.0

No discomfort

Mean Change in EDS, mm

Mean Change in EDS, mm

0.0

Vehicle

-5.0
-10.0

-12.7

-15.0
-20.0

-15.4

-16.5
-19.8

-25.0

-18.9

-20.0

3

Weeks†

4 Weeks**

2 Weeks**

4 Weeks**

ONSET-1 met the secondary endpoint in the clinic (P=0.05)
ONSET-2 endpoints were tested using a closed testing procedure in a hierarchical order to control for type-1 error (false-positives)
▪

The first secondary endpoint was mean change from baseline in EDS in the CAE® at Week 4, it did not meet statistical significance

▪

Because the CAE® endpoint was not statistically significant, all other secondary endpoints were not eligible for statistical testing and
not met
ANCOVA model with treatment, site, baseline STS, and baseline EDS as covariates. Average ONSET-1 baseline values: TYRVAYA® 63.7 mm, Vehicle 65.2 mm. Average ONSET-2 baseline values:
TYRVAYA 58.5 mm, vehicle 58.1 mm. EDS was rated by patients using a visual analogue scale (0=no discomfort, 100=maximal discomfort), with a greater reduction indicating greater symptom relief
† Observed data
**Missing data were imputed using last-available data
*Data not included in the TYRVAYA® (varenicline solution) Nasal Spray U.S. Prescribing Information
Controlled Adverse Environment (CAE®) is a registered trademark of Ora, Inc.
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Thank You
www.oysterpointrx.com

NASDAQ GS: OYST
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