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Cautionary Note Regarding Forward-Looking Statements

This presentation contains “forward-looking statements” that involve substantial risks and uncertainties for purposes of the safe harbor within the meaning of Section 27A of the Securities Act 
of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended. These include statements regarding management’s intentions, plans, beliefs, expectations or 
forecasts for the future, and, therefore, you are cautioned not to place undue reliance on them. No forward-looking statement can be guaranteed, and actual results may differ materially 
from those projected. Immunic undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events or otherwise, except to the 
extent required by law. We use words such as “anticipates,” “believes,” “plans,” “expects,” “projects,” “future,” “intends,” “may,” “will,” “should,” “could,” “estimates,” “predicts,” 
“potential,” “continue,” “guidance,” and similar expressions to identify these forward-looking statements that are intended to be covered by the safe-harbor provisions of the Private 
Securities Litigation Reform Act of 1995.

Such forward-looking statements are based on our expectations and involve risks and uncertainties; consequently, actual results may differ materially from those expressed or implied in the 
statements due to a number of factors, including, but not limited to, risks relating to strategy, future operations, future financial position, future revenue, projected expenses, prospects, plans 
and objectives of management. Risks and uncertainties that may cause actual results to differ materially from those expressed or implied in any forward-looking statement include, but are not 
limited to: Immunic’s development programs and the targeted diseases; the potential for Immunic’s development programs to safely and effectively target and treat the diseases mentioned 
herein; preclinical and clinical data for Immunic’s development programs; the impact of future preclinical and clinical data on Immunic’s product candidates; the timing of the availability of 
data from Immunic’s clinical trials; the availability or efficacy of Immunic’s potential treatment options that may be supported by trial data discussed herein; the timing of current and future 
clinical trials and anticipated clinical milestones; Immunic’s ability to protect its intellectual property position; Immunic’s plans to research, develop and commercialize its current and future 
product candidates; the timing of any planned investigational new drug application or new drug application; the development and commercial potential of any product candidates of the 
company; expectations regarding potential market size; developments and projections relating to Immunic’s competitors and industry; the clinical utility, potential benefits and market 
acceptance of Immunic’s product candidates; Immunic’s commercialization, marketing and manufacturing capabilities and strategy; Immunic’s ability to successfully collaborate with existing 
collaborators or enter into new collaboration agreements, and to fulfill its obligations under any such collaboration agreements; Immunic’s ability to identify additional products or product 
candidates with significant commercial potential; the impact of government laws and regulations; COVID-19 and the armed conflict in Ukraine; Immunic’s listing on The Nasdaq Global Select 
Market; expectations regarding the capitalization, resources and ownership structure of the company; the executive and board structure of the company; Immunic’s estimates regarding 
future revenue, expenses, capital requirements and need for additional financing; the nature, strategy and focus of the company and further updates with respect thereto; and the other risks 
set forth in the company’s Annual Report on Form 10-K for the fiscal year ended December 31, 2022, filed with the Securities and Exchange Commission.

Forward-looking statements included in this presentation are based on information available to Immunic as of the date of this presentation. Immunic does not undertake any obligation to 
update such forward-looking statements except as required by applicable law.
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April: Positive Maintenance Phase Data of Phase 2 CALDOSE-1 Trial 
of Vidofludimus Calcium in Moderate-to-Severe Ulcerative Colitis
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30 mg of vidofludimus calcium found to be statistically 
superior to achieve clinical remission during maintenance 
treatment at week 50 as compared to placebo

Clinical remission: composite of patient-reported symptomatic remission (stool frequency Mayo subscore of 0 or 1, rectal bleeding Mayo score of 0) and modified Mayo endoscopy subscore of 0 or 1
Full Analysis Set of Maintenance Phase (N10 = 45, N30 = 40, NPBO = 27), Post-Hoc Unplanned Analysis: Two-sided Pearson's chi-square test (significance level alpha=0.05) for achieving clinical remission at week 50 between 30 mg IMU-838 and placebo
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April: Appointed Richard Rudick, M.D. to Board of Directors 

§Thought-leader in multiple 
sclerosis with decades of 
experience in the clinic, 
academia and industry

§Effective April 26, 2023



May: Positive Results From Phase 1b Trial of IMU-856 in Celiac 
Disease, Positive Effects in Main Four Dimensions of Clinical Outcome
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All these effects achieved without any known suppression of the immune system
IMU-856 shown to be safe and well-tolerated

Protect 
Gut 

Architecture

Improve 
Patients’ 

Symptoms

Biomarker
Response

Enhance 
Nutrient 

Absorption

IMU-856 reduces/reverses
gluten-induced symptoms 

reported by patients

IMU-856 dampens gluten-
induced immune activation, as 

measured by IL-2, and shows 
positive impact on citrulline

IMU-856 restores villi 
absorptive function resulting in 
improved uptake of nutrients 
such as vitamin B12

IMU-856 effectively reduces 
gluten-induced intestinal damage, 
as measured by villous height
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May: Presented Clinical and Preclinical Data for IMU-856 at 
Digestive Disease Week 2023 

§ May 6-9 in Chicago
§ Virtual e-poster: Franziska Buriánek, M.D., Senior 

Medical Director at Immunic
– Data from the single and multiple ascending 

dose portions of the phase 1 clinical trial of 
IMU-856 in healthy human subjects

– Preclinical data on IMU-856, including its 
mode of action as a highly selective and 
potent small molecule modulator of SIRT6
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May: Published Preclinical Data Confirming That Vidofludimus 
Calcium Acts as a Potent Nurr1 Activator
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Vietor et al., Journal of Medicinal Chemistry 2023 66 (9), 6391-6402; Structure: Zhao, M. et.al. (2022) Proc Natl Acad Sci USA 119; Nurr1: nuclear receptor related 1; DNA: deoxyribonucleic acid; BDNF: brain-derived neurotrophic factor
The related research project was funded by the German Federal Ministry of Education and Research under the grant number 03INT607AA.

§ Vidofludimus calcium induces a 
5-fold activation, with an EC50 of 
440 nM concentration
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§ Nurr1 is a transcription 
factor binding to DNA

§ Vidofludimus calcium enhances 
production of the Nurr1 target 
BDNF, positively impacting 
neuronal survival and myelination



July: Hosted Virtual Celiac Disease Roundtable 

|  © Immunic, Inc.  | Aug/03/202310

Ongoing Active Celiac Disease and Its High Unmet 
Medical Need for New Treatment Options

§ Featured experts included:
- Ciarán P. Kelly, M.D., Harvard Medical School, Boston, MA
- Joseph A. Murray, M.D., Mayo Clinic, Rochester, MN
- Marilyn G. Geller, Celiac Disease Foundation, Los Angeles, CA
- Andreas Muehler, M.D., Immunic Therapeutics

§ Recording: https://www.youtube.com/watch?v=g8tFGNgqRoE

https://www.youtube.com/watch?v=g8tFGNgqRoE
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Condensed Consolidated Statements of Operations
(In thousands, except share and per share amounts, unaudited)
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$77.3 million in cash, cash equivalents and investments as of June 30, 2023 are expected to 
fund operations into the fourth quarter of 2024

Three Months
Ended June 30,

Six Months
Ended June 30,

2023 2022 2023 2022
Operating expenses:

Research and development $ 21,172 $ 16,538 $ 44,135 $ 33,983
General and administrative 3,849 4,072 8,137 8,062

Total operating expenses 25,021 20,610 52,272 42,045
Loss from operations (25,021) (20,610) (52,272) (42,045)
Other income (expense):

Interest income 968 106 1,768 113
Other  income (expense), net 54 (1,397) 1,233 (777)

Total other income (expense) 1,022 (1,291) 3,001 (664)
Net loss $ (23,999) $ (21,901) $ (49,271) $ (42,709)

Net loss per share, basic and diluted $ (0.54) $ (0.72) $ (1.12) $ (1.49)

Weighted-average common shares outstanding, basic and diluted 44,432,955 30,248,767 44,036,352 28,686,910



Anticipated Clinical Milestones
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Several Clinical Value Inflection Points Expected
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§ Interim analysis phase 2 CALLIPER trial 
estimated for fall 2023

§ Readout phase 2 CALLIPER trial 
estimated for end of 2024

§ Interim analysis phase 3 ENSURE program 
estimated for late 2024

§ Readout of first phase 3 ENSURE trial 
estimated for end of 2025

§ Phase 2 clinical trial in preparation
§ Also applicable for other gastrointestinal 

disorders

IMU-838 
in PMS

IMU-856

IMU-838 
in RMS
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Advanced Clinical Pipeline 
Well Differentiated Programs in Various Phases of Clinical Development
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Program Preclinical Phase 1 Phase 2 Phase 3 Key Milestones

Vidofludimus 
Calcium 
(IMU-838)

§ Interim analysis of CALLIPER trial in 
PMS planned after half of the 
patients completed 24 weeks of 
treatment, estimated for fall 2023

§ CALLIPER trial estimated to readout 
end of 2024

§ Interim analysis of first ENSURE 
trial in RMS planned after 
approximately half of the events 
occurred, estimated for late 2024

§ ENSURE-1 trial estimated to 
readout end of 2025, ENSURE-2 
soon thereafter

Relapsing Multiple Sclerosis (RMS) – ENSURE Trials

Progressive Multiple Sclerosis (PMS) – CALLIPER Trial

Ulcerative Colitis (UC) – CALDOSE-1 Trial

IMU-856 Celiac Disease

IMU-381

Completed or ongoing In preparation or planned

Gastrointestinal Diseases



Thank You!

Immunic, Inc.
1200 Avenue of the Americas
New York City, NY 10036
USA

Immunic AG
Lochhamer Schlag 21
82166 Gräfelfing (Munich)
Germany

Immunic Australia Pty. Ltd.
Melbourne
Australia

Jessica Breu
Head of IR & Communications

Phone: +49-89-2080477-09
Email: ir@imux.com

Web: www.imux.com
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