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Disclaimer

FORWARD-LOOKING STATEMENTS: This presentation contains “forward-looking statements” which involve risks, uncertainties and contingencies, many of which are beyond the control of Zenas BioPharma, Inc. 
(the “Company” or “Zenas”), which may cause actual results, performance, or achievements to differ materially from anticipated results, performance, or achievements. All statements other than statements 
of historical facts contained in this presentation are forward-looking statements. In some cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “expect,” “plan,” 
“anticipate,” “could,” “intend,” “target,” “project,” “contemplate,” “believe,” “estimate,” “predict,” “potential” or “continue” or the negative of these terms or other similar expressions, although not all 
forward-looking statements contain these words. Forward-looking statements include statements concerning Zenas’s plans, objectives, expectations and intentions; its future financial or business performance; 
the timing and results of ongoing and future clinical trials and potential regulatory approval and commercialization, including timing of results and data from clinical trials, including the timing of the Biologics 
License Applications and Marketing Authorization Application submissions, potential approval and commercial launch in IgG4-RD, the 24-week results from the MoonStone trial, the completion of enrollment 
and reporting the topline results from the SunStone trial, the Phase 3 trial of orelabrutinib in patients with PPMS and naSPMS, the filing of Investigational New Drug applications and the initiation of Phase 1 
clinical studies of ZB021 and ZB022, and reporting clinical data in 2027; the potential commercial opportunities for its product candidates; the potential competition for its product candidates; the potential 
commercial attributes and opportunities for its product candidates; the potential for obexelimab to be a differentiated treatment option; the potential for obexelimab to provide a safe and effective option 
for long-term maintenance treatment; and the potential to pause obexelimab for vaccinations or management of illness. The forward-looking statements in this presentation speak only as of the date of this 
presentation and are subject to a number of known and unknown risks, uncertainties and assumptions that could cause the Company’s actual results to differ materially from those anticipated in the forward-
looking statements, including, but not limited to: the Company’s limited operating history, incurrence of substantial losses since the Company’s inception and anticipation of incurring substantial and 
increasing losses for the foreseeable future; and the Company’s need for substantial additional financing to achieve the Company’s goals; the uncertainty of clinical development, which is lengthy and 
expensive, and characterized by uncertain outcomes, and risks related to additional costs or delays in completing, or failing to complete, the development and commercialization of the Company’s current 
product candidates or any future product candidates; delays or difficulties in the enrollment and dosing of patients in clinical trials; the impact of any significant adverse events or undesirable side effects 
caused by the Company’s product candidates; potential competition, including from large and specialty pharmaceutical and biotechnology companies, many of which already have approved therapies in 
the Company’s current indications; the Company’s ability to realize the benefits of the Company’s current or future collaborations or licensing arrangements and ability to successfully consummate future 
partnerships; the Company’s ability to obtain regulatory approval to commercialize any product candidate in the United States or any other jurisdiction, the risk that the data from our clinical trials is not 
sufficient to the satisfaction of the FDA or comparable foreign regulatory authorities to support the submission of a biologics license application or other comparable submission or to obtain regulatory 
approval for our product candidates for which we seek approval in the U.S. or elsewhere, and the risk that any such approval may be for a more narrow indication than the Company seeks; and other risks 
and uncertainties described in the section “Risk Factors” in the Company’s Quarterly Report for the quarter ended September 30, 2025, and subsequent reports filed with the Securities and Exchange 
Commission (SEC). The forward-looking statements in this presentation are inherently uncertain, speak only as of the date of this presentation, may prove incorrect and are not guarantees of future events. 
These statements are based upon information available to the Company as of the date of this presentation and while the Company believes such information forms a reasonable basis for such statements, 
such information may be limited or incomplete, and our statements should not be read to indicate that the Company has conducted an exhaustive inquiry into, or review of, all potentially available relevant 
information. Because forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified and some of which are beyond the Company’s control, 
you should not unduly rely on these forward-looking statements. The events and circumstances reflected in the forward-looking statements may not be achieved or occur and actual future results, levels of 
activity, performance and events and circumstances could differ materially from those projected in the forward-looking statements. Moreover, the Company operates in an evolving environment. New risks 
and uncertainties may emerge from time to time, and management cannot predict all risks and uncertainties. Except as required by applicable law, the Company undertakes no obligation to publicly 
update or revise any forward-looking statements contained herein, whether as a result of any new information, future events, changed circumstances or otherwise.

MARKET AND INDUSTRY DATA:  Unless otherwise indicated, market and industry data contained in this presentation, including potential commercial opportunities, is based on the Company’s management’s 
estimates and research, as well as industry and general publications and research and studies conducted by third parties. Although the Company believes that the information from these third-party 
publications, research and studies included in this presentation is reliable, the Company has not independently verified the accuracy or completeness of this information. Management’s estimates are derived 
from publicly available information, their knowledge of the Company’s industry and their assumptions based on such information and knowledge, which the Company believes to be reasonable. This data 
involves a number of assumptions and limitations and the industry in which the Company operates is subject to a high degree of uncertainty and risk due to a variety of factors.

TRADEMARKS:  This presentation may include references to the Company’s trademarks and trademarks belonging to other entities. The Zenas BioPharma word mark, logo mark, and the “lightning bolt” design 
are trademarks of Zenas BioPharma, Inc. or its affiliated companies. Solely for convenience, some of the trademarks and trade names referred to in this presentation, including logos, artwork and other visual 
displays, may be listed without the ® or symbols, but such references are not intended to indicate in any way that Zenas will not assert, to the fullest extent under applicable law, Zenas’s rights or the rights of 
the applicable licensor to these trademarks and trade names. 

This presentation shall not constitute an offer to sell or the solicitation of an offer to buy, nor shall there be any sale of these securities in any state or other jurisdiction in which such offer, solicitation, or sale 
would be unlawful prior to the registration or qualification under the securities laws of any such state or other jurisdiction.
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Today’s agenda and speakers

Lonnie Moulder 
CEO & Chairman

Joe Farmer
President & COO

Jennifer Fox
CFO & CBO

Lisa von Moltke, M.D.
Head of R&D & CMO

1. Opening remarks

2. IgG4-RD disease background 

5. Q&A

3. INDIGO study summary and clinical results

4. Pipeline, catalysts, and vision
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We wish to express our profound appreciation to 

the investigators and patients who participated in 

the INDIGO study, as well as to our employees 

and our partners at Bristol Myers Squibb. Your 

collective contributions have been instrumental in 

advancing our mission to develop innovative 

therapies for individuals living with autoimmune 

diseases and to help them reimagine life
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Obexelimab has demonstrated significant clinical 
activity in three relevant inflammatory diseases  

Number of new GdE T1 hyperintense 

lesions over week 8 and week 12

Patients at W32 without loss of 

improvement vs. PBO

Obexelimab Reduction in 

IgG4-RD RI Score

Phase 2 IgG4-Related 

Disease Trial

Phase 2 Relapsing 

Multiple Sclerosis Trial

Phase 2 Systemic Lupus 

Erythematosus Trial 

1 Defined as all randomized patients receiving at least one dose of study medication; 2 Ctrough Quartiles 3 & 4 in efficacy evaluable analysis; 3 Biomarker positive defined as patients in predefined lupus 
phenotypic gene expression clusters 3 & 6 (~38% of evaluated population); IgG4-RD: Perugino et al. 2023. Merrill et al. 2023; RMS: Zenas data on file; SLE: Merrill et al. 2023
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INDIGO summary

INDIGO 

• Obexelimab phase 3 registration trial met primary and all four key secondary           
endpoints with high statistical significance

➢ Further clinical confirmation of obexelimab’s unique B cell inhibitory activity 

• Obexelimab was observed to have a compelling safety and tolerability profile

Conclusions and Next Steps

• With an inhibitory mechanism and at-home subcutaneous administration, obexelimab offers 
a differentiated first-in-class potential treatment option for patients living with IgG4-RD

• Given the demonstrated safety profile and clinical activity of obexelimab, we believe it may 
have an important role as a first line therapy for the long-term management of IgG4-RD 

• BLA to be submitted to U.S. FDA 2Q 2026 followed by an MAA submission to EMA in 2H 2026 

Significant clinical activity, safety and tolerability, potentially position 

Obexelimab to be a first-line treatment option for patients living with IgG4-RD

FDA = U.S. Food and Drug Administration; EMA = European Medicines Agency; BLA = Biologics License Application; MAA = Marketing Authorization Application
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Disease Overview:

• Mostly presents with multi-organ involvement and a 
progressive increase in new or worsening disease flares1

• Early inflammatory disease transitions to a fibrotic stage, 
leading to irreversible tissue damage and organ failure1

Pathophysiology:

• Driven by expansion of CD19+ and IgG4+ B cells and 
plasmablasts with significant tissue infiltration

➢ Inflammatory cytokines and T cell activation through antigen 
presentation further exacerbate inflammation & fibrosis

Patient Population:

• IgG4-RD affects approximately 20,000 to 40,000 people in 
the U.S. with similar global prevalence2

1 Perugino et al. 2020. Zhang & Stone 2019.  Mattoo et al. 2014. UpToDate; 2  Wallace et al 2023 and Zenas BioPharma research 

IgG4-RD is a debilitating chronic fibro-inflammatory disease affecting 
multiple organ systems and has significant unmet medical needs

Orbits

Major salivary glands

Pancreas

Aorta 

Retroperitoneum
Kidneys 

Bile ducts

Lungs

Thyroid

Lacrimal glands

Panchymeninges

IgG4-RD: Most common organs affected
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Obexelimab is a differentiated B cell targeted therapy 
with a novel inhibitory MoA

1 Chu et al. 2008 & Zenas data on file; 2 Szili et al. 2014; 3 Chu et al. 2021; 4 Chu et al. 2014

Source: Zenas BioPharma

• FcγRIIb engagement mimics the natural inhibitory 

signaling triggered by antigen-antibody complexes 

• Fc engineered to increase FcγRIIb affinity                 

~230-fold vs. native IgG12

• Avoids ADCC / CDC-mediated depletion with activity 

independent of immune effector cell presence

• Potent inhibition of B cell antibody production, 

proliferation, cytokine secretion, and antigen 

presentation to T cells1,2

• Persistent inhibitory activity in blood and within 

tissues3

Obexelimab’s co-engagement of CD19 and FcγRIIb results in an 

inhibition of B cells, rather than effector cell-dependent depletion1,2,3,4
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SCREENING
• 20-60 mg GC Tx for flare

• 20mg GC at trial entry 

Placebo SC Q1W for 52 weeks (n=97)

3-year 
open label 
extension

1:1

INDIGO Trial Summary:

• Randomized, double-blind, placebo-controlled

• Primary endpoint: time to disease flare through week 52

• Key secondary endpoints include time to investigator assessed flare,       

52-week flare rate, complete remission rate, rescue medication use

Phase 3 INDIGO IgG4-RD trial met primary and all key 
secondary endpoints with high statistical significance 

Obexelimab SC Q1W for 52 weeks (n=97)GC taper to

 0 mg by week 8

GC taper to

 0 mg by week 8

Note: primary endpoint is Time to first investigator- and adjudication committee-determined flare requiring initiation of rescue therapy; rescue therapy = glucocorticoid-based treatments 

INDIGO Study Design
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INDIGO baseline characteristics & enrollment region

Characteristic Obexelimab (n=97) Placebo (n=97) 

Age, Years, Mean (SD) 59.6 (13.44) 58.7 (12.01)

Male, n (%) 65 (67) 64 (66)

IgG4-RD manifestation, n (%)

Recurrent 64 (66) 65 (67)

Newly Diagnosed 33 (34) 32 (33)

Patients with 2 or more organs involved, n (%) 91 (94) 90 (93)

Enrollment Region, n (%)

North America 24 (25) 16 (17)

Europe 19 (20) 28 (29)

Japan 31 (32) 23 (24)

China/Other Asia 20 (20) 25 (26)

Latin America 3 (3) 5 (5)

Baseline characteristics were well balanced across both arms in INDIGO  

SD = Standard Deviation; percentages rounded to nearest whole number
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INDIGO primary endpoint met with high statistical significance: 
Obexelimab reduced the risk of IgG4-RD flare by 56%

Primary endpoint: time to first IgG4-RD flare, that requires initiation of rescue therapy in the 

opinion of the investigator and the adjudication committee from randomization to Week 52

Obexelimab (n=97) Placebo (n=97)

Number of participants with flares 26 (26.8%) 53 (54.6%)

Risk reduction 56%

Hazard Ratio

HR = 0.443 

(95% CI, 0.277-0.711)

 p=0.0005

Rescue therapy = glucocorticoid-based treatments; HR = Hazard Ratio; CI = Confidence Interval 
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Obexelimab achieved all four key secondary endpoints

Complete remission is defined as an IgG4-RD responder index (RI) score of 0 or a Physician Assessment of Global Disease Activity score of 0 mm using a Visual Analog Scale (VAS) with no 
previous AC-determined flare and no treated flare at Week 52; Results compared obexelimab to placebo 

Key Secondary Endpoints:

• Time to first investigator-determined flare requiring initiation of rescue 

therapy (p=0.0001)

• Number investigator-and AC-determined flares requiring initiation of 

rescue therapy (p=0.0008)

• Proportion of patients achieving complete remission (p=0.0049)

• Cumulative use of IgG4-RD glucocorticoid rescue therapy (p=0.0042)

73% of patients in the obexelimab arm were protected from flares 
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Obexelimab demonstrated a compelling safety and 
tolerability profile

Obexelimab was well tolerated and no new safety signals were observed 

Safety and tolerability was consistent with previous studies

• Incidence of serious adverse events (SAE); Obexelimab 10% vs. Placebo 19%

• Overall rates of infections were lower in the Obexelimab arm than the 
placebo arm

➢ Related Upper Respiratory Tract Infections; Obexelimab 5% vs. Placebo 7%

➢ Obexelimab was also associated with lower rates of Urinary Tract Infections and COVID-19 
compared to Placebo

➢ Grade 3 infections; Obexelimab 2% vs. Placebo 4%

• Injection site reactions (ISR) were similar across both arms

➢ Percentage of doses with an ISR reported; Obexelimab 3.5% vs. Placebo 2.3%

Note: Three malignancies identified, all deemed unrelated: One renal cell carcinoma determined to be pre-existing before enrollment; One prostate cancer, for which there is no known increased risk 
with immunosuppression; One squamous cell carcinoma.
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Based on the observed safety profile and clinical activity, 
Obexelimab has the potential to become a first-line therapy in the 
evolving IgG4-RD treatment landscape

Patient preference for at home, subcutaneous injection

Potential to pause therapy for vaccinations or 
management of intercurrent illness

Potential payer preference for monthly costs, and lower out-of-

pocket patient expenses as a “pharmacy benefit”

Safety and tolerability with B cell inhibition may be a preferred 
initial option for long-term maintenance treatment

No glucocorticoid premedication and no risk of infusion-
related reactions
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A substantial and growing IgG4-RD market with only one 
approved therapy

Estimated U.S.     

prevalence: ~30-40K1 

Current U.S. diagnosed 

prevalence: ~20K1 

U.S. patients treated with 

systemic therapies: ~20K2

Stable 
remission: 
~8K-10K

Chronic 
disease 

~10K-12K

IgG4-RD Market Has Significant Growth Potential: Increasing 

recognition, awareness, diagnosis, and new therapies are key drivers

Attractive orphan pricing with commercial opportunity ~$3 billion       

in the U.S. alone3

European prevalence similar to the U.S. and considerably higher 

Japanese prevalence creates a significant global market

Zenas management has extensive track record successfully building 

commercial organizations and launching drugs in the U.S. and Europe

Currently diagnosed patients eligible for maintenance 

treatment = $3 billion U.S. commercial opportunity3

✓

✓

✓

1 Wallace et al 2023 and Zenas BioPharma research; 2 GCs, immunosuppressants, DMARDs, Uplizna; 3 Company estimate based on disease prevalence and pricing of advanced therapies within indication

Opportunity supported by robust early Uplizna®  launch

✓
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INDIGO Phase 3 data further support the potential for obexelimab to 
become a safe and effective rheumatology franchise program

Compound Indication Preclinical Phase 1 Phase 2 Phase 3 Next Milestone Territory 

Obexelimab1 
(CD19 and FcɣRIIb 
bifunctional mAb)

IgG4-RD

BLA submission to FDA
expected 2Q 2026

MAA submission to EMA
expected 2H 2026

Global 
excluding 

BMS 
territories2

RMS
24-week results

 expected 1Q 2026

SLE 

Primary endpoint 
(24-week) and 
biomarker data 

expected Q4 2026

Phase 3 INDIGO trial primary endpoint and key 
secondary endpoints met

Phase 2 SunStone trial enrolling

Phase 2 MoonStone 12-week primary 
endpoint met

1 Zenas acquired exclusive worldwide rights to obexelimab from Xencor, Inc. 2 Bristol Myers Squibb & Co. holds exclusive development and commercialization rights for obexelimab in JPN, SK, TWN, HK, SGP, AUS



17

Zenas pipeline expected to deliver numerous near-term value-creating 
catalysts and with long-term growth potential

Obexelimab
• Approval for IgG4-RD in U.S., 

Europe

Pipeline
• Clinical data for oral IL17 and 

TYK2 programs

2026

2027

2028+

Global, fully 

integrated, 

commercial-stage, 

autoimmune-

focused

company

Building franchises in rheumatology, neurology, and dermatology 

Obexelimab

• Positive Phase 3 IgG4-RD data 
and regulatory submissions

• Phase 2 SLE data

Orelabrutinib
• Phase 3 PPMS and SPMS trials 

ongoing

Obexelimab
• Sales in IgG4-RD

Orelabrutinib
• Phase 3 data and launch for 

PPMS and SPMS

Pipeline
• Potential additional approvals

All launches expected/anticipated and are subject to positive clinical data and health authority approvals
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We wish to express our profound appreciation to 

the investigators and patients who participated in 

the INDIGO study, as well as to our employees 

and our partners at Bristol Myers Squibb. Your 

collective contributions have been instrumental in 

advancing our mission to develop innovative 

therapies for individuals living with autoimmune 

diseases and to help them reimagine life
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