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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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IMU-856‘s Mode of Action: Targeted to Restore Intestinal Barrier 
Function and Regeneration

3

IMU-856 is a highly selective and potent modulator of the enzymatic activity and stability of SIRT6 (sirtuin 6) 

IMU-856 improves intestinal regeneration and barrier function in human cell and animal models

IMU-856 [nM]
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Highly selective and potent inhibition of the histone/protein 
deacetylase activity of SIRT6 over other sirtuin family members 



Phase 1b Clinical Trial of IMU-856 in Celiac Disease
Designed as a Gluten Challenge Trial
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Proof-of-Concept Study

QD: quaque die = once-daily; EGD: esophagogastroduodenoscopy; IL: interleukin

Flow Chart of Part C in Celiac Disease

§ Part C planned to include a well-controlled celiac 
disease patient population

§ Dosing: 80 and 160 mg QD of IMU-856
§ 43 patients enrolled
§ Performed at sites in Australia and New Zealand
§ Designed to assess safety, tolerability and 

pharmacokinetics of IMU-856
§ Measured histologic changes, blood biomarkers, 

nutrient uptake and disease-related symptoms

Day 1-28: Treatment IMU-856/placebo

Day 14-28: 
Gluten challenge with 6 g/daily

Baseline: 
EGD with biopsy

Day 14: 
IL-2

Day 29: 
EGD with biopsy

Celiac Disease Symptom Diary (CDSD) and other patient reported outcomes

Biomarker and nutrition absorption marker



Phase 1b Clinical Trial: IMU-856 Showed Positive Effects in Main 
Four Dimensions of Clinical Outcome in Celiac Disease Patients
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All these effects achieved without any known suppression of the immune system
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IMU-856 reduced/reversed
gluten-induced symptoms 

reported by patients

IMU-856 improved enterocyte 
function and mass by showing 

positive impact on citrulline

IMU-856 restored villi 
absorptive function resulting in 
improved uptake of nutrients 
such as vitamin B12, zinc, ferritin

IMU-856 effectively reduced 
gluten-induced intestinal damage, 
as measured by villous height



Conclusion: Extensive Potential for IMU-856 in Celiac Disease and 
Beyond
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§ IMU-856 is a highly selective and potent 
modulator of SIRT6 (sirtuin 6), an epigenetic 
regulator of gene expression

§ IMU-856 was shown to be safe and well 
tolerated in healthy volunteers and celiac 
disease patients in a phase 1 clinical trial 

§ In the phase 1b proof-of-concept study in celiac 
disease patients, IMU-856 demonstrated its 
potential to protect mucosal architecture and 
promote gut regeneration and repair

§ IMU-856 may offer extensive potential beyond 
celiac disease in other gastrointestinal diseases

§ Immunic is preparing phase 2 testing in ongoing 
active celiac disease



Thank You!
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