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These slides and any accompanying oral presentation contain forward-looking statements and information within the meaning of the Private Securities Litigation

Reform Act of 1955. The use of words such as “may,” “might,” “will,” “should,” “expect,” “plan,” “anticipate,” “believe,” “estimate,” “project,” “intend,” “future,” “potential,”

or “continue,” and other similar expressions are intended to identify forward-looking statements. For example, all statements we make regarding the initiation, timing,

progress and results of our preclinical studies, our clinical studies, our research and development programs, our regulatory strategy, our future development plans, our

ability to advance product candidates into, and successfully complete clinical studies, and the timing or likelihood of regulatory filings and approvals, our cash runway,

and statements regarding the potential therapeutic benefits and market opportunities of our product candidates are forward looking. All forward-looking statements are

based on estimates and assumptions by our management that, although we believe to be reasonable, are inherently uncertain. All forward-looking statements are

subject to risks and uncertainties that may cause actual results to differ materially from those that we expected. Oculis may not actually achieve the plans, intentions or

expectations disclosed in these forward-looking statements, and you should not place undue reliance on these forward-looking statements. Factors that may cause

actual results to differ materially from current expectations include, but are not limited to: the possibility that Oculis may be adversely affected by economic, business,

and/or competitive factors; Oculis' estimates of expenses and profitability; Oculis' ability to develop, manufacture and commercialize the product candidates in its

pipeline; actions of regulatory authorities, which may affect the initiation, timing and progress of clinical studies or future regulatory approvals or marketing

authorizations; the ability of Oculis or its partners to enroll and retain patients in clinical studies; whether preclinical, interim or early-stage clinical data will be predictive

of the final results of a trial or later-stage clinical trials; the ability of Oculis or its partners to gain approval from regulators for planned clinical studies, study plans or

sites; Oculis' ability to obtain and maintain regulatory approval or authorizations of its products, including the timing or likelihood of expansion into additional markets or

geographies; the success of Oculis' current and future collaborations, joint ventures, partnerships or licensing arrangements; financial position, strategy and anticipated

milestones; and other risks and uncertainties set forth in the sections entitled “Risk Factors” and “Cautionary Note Regarding Forward-Looking Statements” in

documents that Oculis may from time to time file or furnish with the SEC. Any forward-looking statement speaks only as of the date on which it was made. We

undertake no obligation to update or revise any forward-looking statement, whether as a result of new information, future events or otherwise, except as required by

law. Certain information contained in these slides relates to or is based on studies, publications, surveys and other data obtained from third party sources, including

Oculis’ own internal estimates and research. While Oculis believes these third-party sources to be reliable as of the date of these slides, Oculis has not independently

verified, and makes no representation as to the adequacy, fairness, accuracy or completeness of, any information obtained from third party sources. In addition, there

can be no guarantee as to the accuracy or reliability of any assumptions or limitations that may be included in such third-party information. While Oculis believes its

own internal research is reliable, such research has not been verified by any independent source.

Cautionary note on forward-looking statements

Copyright of this presentation is owned by Oculis. No part of this presentation may be reproduced in any manner without the permission of Oculis.

Safe Harbor Statements
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Registrational programs for neuro-ophthalmic and ophthalmic indications provide 
multi-billion-dollar market opportunities

Oculis (Nasdaq / XICE: OCS)  

3

• Global biopharma Nasdaq-listed company with two registrational-stage 

candidates targeting a market opportunity of over $25B 

• Licaminlimab (Precision Med. DED): First genotype-based dev. for dry 

eye disease, in PREDICT-1 trial with topline results anticipated around 

year-end 2026 

• Privosegtor (ON & NAION): First-in-class neuroprotective candidate, 

in the PIONEER program for optic neuritis with FDA Breakthrough 

Therapy and EMA PRIority MEdicines (PRIME) designations, and for 

non-arteritic anterior ischemic optic neuropathy with plans to expand into 

acute MS relapse

• Financials: Strong balance sheet, no debt, and current cash runway into 

2H 2029, excluding a CHF 100 m loan facility
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Acute MS relapses

NAION

Optic Neuritis

Candidate Phase 1 Phase 2 Phase 3 Upcoming Anticipated Value Catalysts

Licaminlimab
Genotype-based 

development 

program

Privosegtor

Neuroprotective 

candidate

PREDICT-1 TLR in around year-end 2026

PIONEER-1 enrollment completion in 2027

PIONEER-2 trial initiation in Q4 2026

PIONEER-3 trial initiation in Q4 2026

Cross-reference optic neuritis IND for new IND 

submission in MS relapses in Q4 2026

4

IND: investigational new drug, MS: multiple sclerosis, NAION: non-arteritic anterior ischemic optic neuropathy, PRIME: priority medicine, SPA: special protocol assessment, TLR: topline results. 

Privosegtor and Licaminlimab are investigational drugs, their safety or efficacy has not been established, and they have not received regulatory approval for commercial use in any 

country.

Upcoming Value-Driving Milestones Across Our Targeted Registrational 
Programs

Breakthrough Therapy 

and PRIME designations, SPA

TNFR1 mediated Dry Eye Disease
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Licaminlimab
TNFR1 Mediated Dry Eye Disease
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Licaminlimab is a Novel Anti-TNFα Eye Drop for Ocular Inflammation 
with Clinically Proven MoA

6

Enhanced ocular penetration

Lower molecular weight, enhanced ocular 

penetration and higher concentration

Proprietary genetic biomarker

Associated with Licaminlimab response highlights 

opportunity to drive precision medicine in DED

Innovative Antibody Fragment Technology

Clinically proven MoA

Anti-inflammation and anti-apoptosis MoA approved 

as systemic treatment for ocular disease and with 

transformative impact in other areas

Licaminlimab is an anti-TNFα antibody fragment specifically 

formulated for topical delivery

Topical Biologic Candidate

149 kDa 26 kDa

Framework for Licaminlimab 

optimized for stability and 

other drug-like properties

Illustration of fragment technology

IgG Fab
scFv* 

(OCS-02)

Regions that bind to 

neutralize TNF�

Framework for OCS-02 

optimized for stability 
and other drug-like 

properties

Standard 

antibody
frameworks

Illustration of fragment technology

IgG

Fab

scFv* 
(OCS-02)

Regions that bind to 

neutralize TNF�

Framework for OCS-02 

optimized for stability 

and other drug-like 

properties

Standard 
antibody

frameworks

IgG Regions that bind to 

neutralize TNFα

scFv

(Licaminlimab)

DED: dry eye disease; MoA: mechanism of action.



Calcineurin Inhibitors
(Cyclosporin)

68%

LFA-1
Antagonists

19%

Others
13%

Large Unsatisfied Market with Only 13% of Patients Experiencing 
Lasting Relief After 12 Months with Current Treatments1

7

1. Health Union Community Editorial Team. 2021 In America Survey Findings: Living With Chronic Dry Eye. Chronic Dry Eye. 2021. https://chronicdryeye.net/infographic/in-america-findings.

2. DRG Dry Eye Disease Landscape and Forecast 2020 (market value in 2024)

3. IQVIA DED report, data on file. Prescriptions volume in DED March 2024 for split per drug class

4. Mbagwu M, et al. Characterization of Discontinuation and Switching Patterns of Dry Eye Disease Medications Using Linked EHR Registry and Claims Data. Presented at: ASCRS Annual Meeting 2024                                                                

https://ophthalmology360.com/study-finds-high-discontinuation-rate-of-dry-eye-medications/  

~$5bn
Discontinuation & 

switching is 

commonplace in 

DED4

53% – 70% discontinued 

after a single script 

85% – 90% discontinued 

within 180 days

2024 Dry Eye Rx drug market in

G7 countries2 and U.S. Rx split3

DED expert’s perspective: Dr. Anat Galor

Driven by trial and error 

with significant unmet needs

Establishing Licaminlimab as a precision-based approach, 

in a market with high failure and discontinuation rates, is expected to provide a clear option 

for physicians and payors for TNFR1 genotype patients



Licaminlimab: Three Positive DED Phase 2 Trials Completed with 
Consistent Results and Potential for Precision Medicine Approach

8 DED#1 and DED#3: Data on file

DED #2: Sheetle L, et al. Clin. Ophthalmol. 2022; 16:2167-2177 

Phase 2 Randomized Controlled 

Studies in DED

Consistent positive results across studies and 

unique genotype-based development opportunity

DED#1 Symptoms
85 patients Phase 2 PoC 

DED#2 Symptoms
134 patients Phase 2 PoC 

DED#3 (RELIEF) Signs
122 patients Phase 2b 

01

02

Meaningful and rapid treatment effect in signs and symptoms

More pronounced treatment effect in TNFR1 genotype positive 

(5X in signs and 7X in symptoms)

03 Well-tolerated, drop comfort like artificial tears

DED expert’s perspective: Dr. Anat Galor

PREDICT genotype-based registrational trial initiated in Q4 2025 in active site recruitment phase 

with topline results anticipated around year-end 2026



Full analysis set

Genetic Biomarker for Licaminlimab (OCS-02) 
Response

Pre-specified exploratory pharmacogenetic analysis 
focused on the genes relevant to TNF pathway and 
Sjogren’s syndrome

Licaminlimab (OCS-02) | Biomarker Identified for High Responders  
Potential Upside to De-risk Phase 3 and drive Precision Medicine 
Approach1

9 1. Perez. Presented at ARVO 2021  https://iovs.arvojournals.org/article.aspx?articleid=2774294

Solid association between TNFR1 and global ocular 
discomfort score response at treatment day 29 was 
tested:

• TNFR1 showed significant effect on the 
response to Licaminlimab (OCS-02)

• Patients with this gene variant tended to have 
larger improvement vs. other P < 0.0001 

Potential precision medicine approach confirmed 

in successful RELIEF Phase 2b trial

Genotype-based development in DED fully 

aligned with FDA guidance

25
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DED#3: RELIEF Phase 2b in Signs of DED
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Designed to identify the most relevant endpoint in signs and assess TNFR1 genetic biomarker 
in signs in DED

Screening

2 week run in, all subjects 6 weeks

Licaminlimab (TID)
(Full population N=62, TNFR1=12)

Vehicle (TID)
(Full population N=60, TNFR1=11)

CAE = Controlled Adverse Environment Randomization

2 weeks

Follow-up

Follow-up

Artificial tears TID

Patients who respond to artificial 

tears were not be randomized 

• Randomized, masked, vehicle-
controlled study

• Multi-center, 10-week trial 
stratification based on TNFR1-related 
genotype ~20% patients

• Evaluate efficacy and safety in 
subjects with signs of dry eye disease

Endpoints:

• Corneal / Conjunctival Staining,
Redness and Schirmer’s

• Moderate to severe corneal staining 

• Susceptible to corneal damage of 
the inferior region under stressed 
conditions 

• Decreased tear production 
(Schirmer’s test at baseline)

Phase 2b study design Patient Population

Endpoints

Primary Objective



• Corneal staining is reflective of inflammation and apoptosis which play crucial roles in DED

• Corneal staining, mainly the inferior part (given its exposure), is also the most commonly assessed sign 
in clinical practice as it can affect quality of vision

Meaningful treatment effect in the full population and more pronounced 
in TNFR1-related genotype group

11 Data, analysis and conclusions are preliminary, and subject to change as full analysis is ongoing.

Licaminlimab (OCS-02) Effect on Inferior Corneal Staining

Pre- to Post-CAE change from baseline at Day 43

Difference in means of OCS-02 vs Vehicle; (CI)*

Efficacy Measures                    
(accepted by regulators)

Full Population 
Licaminlimab (n=62);

Vehicle (N=60)

TNFR1 Genotype
Licaminlimab (n=12);

Vehicle (N=11)

Treatment Effect Favors     
Licaminlimab over Vehicle in 

Full population

Treatment Effect Favors     
Licaminlimab over Vehicle 

more pronounced in TNFR1 
Genotype Group

Inferior Corneal Staining
-0.12

(-0.378, 0.134) 
-0.59

(-1.165, -0.017)

*90% CI for Difference in Means based on the t-distribution; sample t-test: directional nominal p-value



Visit

Licaminlimab

(N = 12)

Vehicle

(N = 11)

Difference

(90% Cl)

Baseline 1.46 1.23

Day 15 -0.29 +0.09 -0.38 (-1.012, 0.247)

Day 43 -0.50 +0.09 -0.59 (-1.165, -0.017)

Licaminlimab (OCS-02) in Phase 2b: Effect on Inferior Corneal
Staining in TNFR1 Genetic Biomarker Population

12
Data, analysis and conclusions are preliminary, and subject to change as full analysis is ongoing.

*90% CI for Difference in Means based on the t-distribution; sample t-test: 1-sided directional nominal p-value

Mean change from baseline (Pre- to Post-CAE) 

P < 0.05*

(-1.165, -0.017)

0.00 0.5-1.00

Favors Licaminlimab

Day 15

Day 43

-0.38

-0.59



Pre- to Post-CAE change from baseline at Day 43

Difference in means of OCS-02 vs Vehicle; (CI)*

Efficacy Measures                    
(accepted by regulators)

Full Population 
Licaminlimab (n=62);

Vehicle (N=60)

TNFR1 Genotype
Licaminlimab (n=12);

Vehicle (N=11)

Treatment Effect Favors     
Licaminlimab over Vehicle in 

Full population

Treatment Effect Favors     
Licaminlimab over Vehicle
more pronounced in TNFR1 

Genotype Group

Inferior Corneal Staining
-0.12

(-0.378, 0.134) 
-0.59

(-1.165, -0.017)

Central Corneal Staining
-0.02

(-0.251, 0.213)
-0.05

(-0.572, 0.474)

Nasal Conjunctival Staining
-0.04

(-0.328, 0.245)
-0.58

(-1.345, 0.193)

Total Corneal Staining
-0.13

(-0.620, 0.351)
-0.61

(-1.731, 0.503)

Total Conjunctival Staining
0.22

(-0.213, 0.660)
-0.57

(-1.692, 0.555)

Total Ocular Surface Staining
0.09

(-0.593, 0.770)
-1.18

(-2.875, 0.511)

Schirmer’s Test**
0.90 [or 20%]
(-0.59, 2.35)

1.1 [or 26%]
(-1.09, 3.36)

Conjunctival Redness
0.01

(-0.168, 0.190)
-0.04

(-0.357, 0.281)

13

Data, analysis and conclusions are preliminary, and subject to change as full analysis is ongoing.

*90% CI for Difference in Means based on the t-distribution; sample t-test: directional nominal p-value; **Schirmer’s Test performed Pre-CAE only ( w/o anesthesia) [% improvement over 

baseline calculated as day 43 change from baseline / baseline]

Licaminlimab (OCS-02) in Phase 2b: Both Groups Showed Positive 
and Meaningful Improvements on Multiple Signs

–

–

–



Safety data set population
Lica. 

(N=69)

Vehicle 

(N=65)

Patients with at least one TEAEs, n 

(%)
13 (18.8%) 9 (13.8%)

Related to study treatment 2 (2.9%) 2(3.1%)

Patients with any serious TEAEs, n 

(%)
0 (0%) 1* (1.5%)

Deaths 0 (0%) 0 (0%)

Nonfatal serious TEAE 0 (0%) 1 (1.5%)

Related to study treatment 0 (0%) 0 (0%)

Patients with TEAEs leading to study 

drug discontinuation, n (%)
1 (1.4%) 0 (0%)

Related to study treatment 0 (0%) 0 (0%)

TEAE ≥2%, n (%)

Dry eye 2 (2.9%) 0 (0%)

Eye pruritus 2 (2.9%) 0 (0%)

14

*Patient reported to have pneumonia.

TEAE: treatment-emergent adverse event.

Shettle L, et al. Clin. Ophthalmol. 2022;16:2167-2177.

Licaminlimab (OCS-02) Well Tolerated by Patients in Phase 2a & 2b

No burning, blurred vision, and ocular hyperemia were reported in either group

Safety population Lica. 

(N=61)

Vehicle 

(N=59)

Patients with any ocular TEAEs (Study 

Eye)*, N (%)
7 (11.5%) 6 (10.2%)

Patients with any ocular TEAEs (Fellow 

Eye)*, n (%)
9 (14.8%) 7(11.9%)

Patients with any serious ocular TEAEs+, 

N (%)
0 (0%) 1 (1.7%)

Retinal detachment 0 (0%) 1 (1.7%)

Death 0 (0%) 0 (0%)

Patients with TEAE leading to study drug 

discontinuation, N (%)
2 (3.3%) 1 (1.7%)

Related to study treatment 0 (0%) 0 (0%)

TEAE ≥2% (Study Eye), N (%)

Instillation site irritation 5 (8.2%) 1 (1.7%)

Instillation site pruritus 2 (3.3%) 0 (0%)



Day 43 (Post-CAE) Licaminlimab 

(N=61)

Vehicle

(N=59)

Upon instillation 2.6 1.1

1 minute post 

instillation

1.8 1.1

2 minutes post 

instillation

1.4 1.1

While dual MoA targets inflammation and apotosis

Licaminlimab (OCS-02) Eye Drop Comfort Consistent with Artificial Tears*

15
Data, analysis and conclusions are preliminary, and subject to change as full analysis is ongoing.

1. Torkildsen G., et al., Clinical Ophthalmology October 2017

Day 43 (Post-CAE) Licaminlimab

(N=61) %

Vehicle 

(N=59) %

Any Positive 

Responses

84.5% 91.2%

Comfortable 69.0% 71.9%

Cool 41.4% 40.4%

Refreshing 46.6% 40.4%

Smooth 39.7% 40.4%

Soothing 53.4% 61.4%

Drop Comfort Score Drop Attributes

*2.05 for Rohto Dry Aid, and 1.96 for Systane Ultra1 



Unmet Needs in DED1 Licaminlimab (OCS-02)

New MoA targeting both signs and symptoms
Meaningful treatment effect in both signs and symptoms with a 

potential disease-modifying TNFα inhibitor

Rapid onset of action Symptoms and signs improvement seen as early as 2 weeks

Good tolerability and drop comfort
Mild and transient AEs reported with drop comfort consistent with 

artificial tears

Ability to predict treatment response
Treatment effect in TNFR1 genotype group was

5-fold higher in signs and 7-fold higher in symptoms

Licaminlimab (OCS-02) has potential to address key unmet needs and transform the 
treatment paradigm of DED

16 1. DRG Dry Eye Disease Landscape and Forecast 2020

Opportunity for Highly Differentiated Product Profile



17 *Global discomfort score is a composite of discomfort frequency and severity as assessed by a visual analog scale. 

DED: dry eye disease. FDA: Food and Drug Administration. TID: Three times a day. TNFR1: Tumor necrosis factor receptor 1

Licaminlimab First Genotype-based Development to Drive Precision 
Medicine in TNFR1 Mediated DED

Day -45 to -15 Day -14 Day 1 Day 15 Day 29

Licaminlimab (TID)

N=~80

Run-in phaseScreening
Treatment phase

N=~160 

Vehicle (TID)

N=~80

Phase 2/3 Study Design

• Randomized, multicenter, double-masked, 
vehicle-controlled, 6-week study

• N= ~160 patients, 1:1 randomization

Key Efficacy Endpoints

Primary endpoint: 

Global ocular discomfort score* at Day 29 in patients with 
TNFR1 genotype positive

Key secondary endpoint: 

Global ocular discomfort score at Day 29 in all patients 

Study Population

• TNFR1 genotype: ~2/3 positive

• Diagnosis of DED of at least 6 months

• Global ocular discomfort score of ≥ 60

Artificial tears TID 

for 14 days

Registration Program Started with PREDICT-1 Trial in Q4 2025

Day 43

Follow-up



Conclusion

18
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Acute MS relapses

NAION

Optic Neuritis

Candidate Phase 1 Phase 2 Phase 3 Upcoming Anticipated Value Catalysts

Licaminlimab
Genotype-based 

development 

program

Privosegtor

Neuroprotective 

candidate

PREDICT-1 TLR in around year-end 2026

PIONEER-1 enrollment completion in 2027

PIONEER-2 trial initiation in Q4 2026

PIONEER-3 trial initiation in Q4 2026

Cross-reference optic neuritis IND for new IND 

submission in MS relapses in Q4 2026

19

IND: investigational new drug, MS: multiple sclerosis, NAION: non-arteritic anterior ischemic optic neuropathy, PRIME: priority medicine, SPA: special protocol assessment, TLR: topline results. 

Privosegtor and Licaminlimab are investigational drugs, their safety or efficacy has not been established, and they have not received regulatory approval for commercial use in any 

country.

Upcoming Value-Driving Milestones Across Our Targeted Registrational 
Programs

Breakthrough Therapy 

and PRIME designations, SPA

TNFR1 mediated Dry Eye Disease
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