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• Forar Forward Looking Statements 
This presentation contains forward-looking statements. For example, we are using forward-looking statements when we discuss the 
potential safety and efficacy of ORMD-0801 to reduce liver fat content in T2D patients with NASH, the timing of results of our clinical trials 
and the potential of ORMD-0801 to be the first commercial oral insulin capsule for the treatment of diabetes. In addition, historic results 
of scientific research and clinical trials do not guarantee that the conclusions of future research or trials will suggest identical or even 
similar conclusions. These forward-looking statements are based on the current expectations of the management of Oramed only, and 
are subject to a number of factors and uncertainties that could cause actual results to differ materially from those described in the 
forward-looking statements, including the risks and uncertainties related to the progress, timing, cost, and results of clinical trials and 
product development programs; difficulties or delays in obtaining regulatory approval or patent protection for our product candidates; 
competition from other pharmaceutical or biotechnology companies; and our ability to obtain additional funding required to conduct 
our research, development and commercialization activities. In addition, the following factors, among others, could cause actual results 
to differ materially from those described in the forward-looking statements: changes in technology and market requirements; delays or 
obstacles in launching our clinical trials; changes in legislation; inability to timely develop and introduce new technologies, products 
and applications; lack of validation of our technology as we progress further and lack of acceptance of our methods by the scientific 
community; inability to retain or attract key employees whose knowledge is essential to the development of our products; unforeseen 
scientific difficulties that may develop with our process; greater cost of final product than anticipated; loss of market share and 
pressure on pricing resulting from competition; laboratory results that do not translate to equally good results in real settings; our 
patents may not be sufficient; and finally that products may harm recipients, all of which could cause the actual results or 
performance of Oramed to differ materially from those contemplated in such forward-looking statements. Except as otherwise 
required by law, Oramed undertakes no obligation to publicly release any revisions to these forward-looking statements to reflect 
events or circumstances after the date hereof or to reflect the occurrence of unanticipated events. For a more detailed description of 
the risks and uncertainties affecting Oramed, reference is made to Oramed’ s reports filed from time to time with the Securities and 
Exchange Commission.

Forward Looking Statements
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Agenda

2

Welcome and introduction
Josh Hexter, Chief Operating and Business Officer, 

Oramed Pharmaceuticals 

Opening remarks Nadav Kidron, CEO, Oramed Pharmaceuticals 

Overview of NASH

Dr. Yaron Ilan, Director of the Department of 

Medicine at the Hebrew University-Hadassah 

Medical Center

Presentation of the Phase 2 trial data Dr. Oliver Lopez of Integrium, our CRO partner

Commentary on the trial data and current 

NASH treatment landscape 

Dr. Ilan, Director of the Department of Medicine

at the Hebrew University-Hadassah Medical Center

Dr. Joel Neutel, Director of Research, at the Orange 

County Research Center and Memorial Research 

Medical Clinic

Q & A All speakers
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Professor Yaron Ilan, M.D.

Dr. Yaron Ilan is the Director of the Department of 
Medicine at the Hebrew University-Hadassah 
Medical Center. Dr. Ilan served as the Vice Dean 
of the Hebrew University-Hadassah Medical 
School. Dr. Ilan was a Visiting Professor 
at Harvard University, working on novel 
immunotherapies. His main area of research is 
development of immunomodulatory drugs for 
fatty liver disease, diabetes, inflammatory bowel 
disease and liver cancer. Dr. Ilan holds over 50 
patents for discoveries based on his innovative 
research and has authored more than 300 
articles. He is the inventor of several drugs and 
medical devices developed by pharmaceutical 
companies, several that have reached the 
clinical market. Dr. Ilan is the founder of several 
companies and is a medical director and 
advisor for biotech companies.

Meet our Speakers
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Joel Neutel, M.D.

Dr. Neutel serves as Director of Research at the Orange 
County Research Center in Orange County, California and at 
the Memorial Research Medical Clinic in Long Beach, 
California, where he has served as Study Principal Investigator 
on several hundred multinational cardiovascular & metabolic 
trials. Dr. Neutel has had extensive experience serving the 
biopharmaceutical industry in the areas of clinical and 
academic research, as well as marketing strategic planning. 
After receiving his medical degree at the University of 
Witwatersrand in Johannesburg, South Africa, Dr. 
Neutel completed his internship and residency in internal 
medicine at the Veterans Administration Medical 
Center in Long Beach and The University of California, 
Irvine. Dr. Neutel has authored numerous abstracts, journal 
articles and book chapters. He has conducted extensive 
research in such disciplines as cardiovascular medicine, 
endocrinology, and central nervous system disorders, with 
special attention to the pharmacotherapy of the diseases in 
these areas.
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Oramed Snapshot

As of September 30, 2022 (unaudited) 
1

• Proprietary oral protein delivery platform

• Diabetes first - initially targeting the lucrative insulin 
market

• NASDAQ/TASE: ORMP

COMPANY OVERVIEW SIGNIFICANT PIPELINE, IP, AND CATALYSTS

KEY FINANCIAL METRICS

• Experienced management team backed by world-
class scientific experts

COMPANY MANAGEMENT

• Robust pipeline leveraging IP portfolio for additional 
significant market opportunities

• 88 granted patents, 35 pending patent applications, 
worldwide

• Multiple value-creation events for 2022

• Strong financial position

• ~$160M1 in cash and investments

• No debt
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Non Alcoholic Fatty Liver Disease: A global epidemic
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Clinical Gastroenterology and Hepatology December 2021

https://www.sciencedirect.com/journal/clinical-gastroenterology-and-hepatology
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Fatty Liver Progression
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https://ivtd.research.vub.be/en/nafld-nash-modelling

NALF: Non alcoholic fatty liver disease NASH: Non alcoholic steatohepatitis
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Increased risk of cirrhosis and liver cancer
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Int. J. Mol. Sci. 2021, 22(9), 4495; https://doi.org/10.3390/ijms22094495

https://doi.org/10.3390/ijms22094495
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NAFLD Market
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Treatment Landscape
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There are no FDA- or EMA-approved medications to treat NASH

Multiple mechanisms - multiple drugs
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➢ Safety is a major concern with chronic therapy
➢ Multiple mechanisms implies the need for combination therapy

NASH: The Unmet Need

10
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ORMD-0801 Phase 2 Trial
Study Results

A Double-Blind, Randomized, Placebo-
controlled, Multicenter Study to Assess the 
Safety and Efficacy of Oral Insulin to 
Reduce Liver Fat Content in Type 2 
Diabetes Patients with Nonalcoholic 
Steatohepatitis (NASH)

November 2022
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Introduction
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• Primary Objective is to evaluate the safety of oral insulin in patients with nonalcoholic 
steatohepatitis (NASH) and type 2 DM

• Secondary Objective is to assess whether oral insulin may be effective in reducing 
liver fat content in patients with NASH and type 2 DM

• Exploratory outcomes
• Change from baseline at week 12 in FibroScan® Median Fibrosis in kPa Levels
• Change from baseline at week 12 in FibroScan® Median Steatosis in dB/m Levels
• Change from baseline at weeks 12 and 16 in HbA1C

• Summary of Study Enrollment
• 32 subjects randomized across 5 sites
• 21 subjects were randomized to receive ORMD-801 8mg BID
• 11 subjects were randomized to receive Placebo

• This study was not powered to detect statistically significant differences between 
treatment groups. 
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Secondary Objective:
To assess whether oral insulin may be 
effective in reducing liver fat content 
in patients with NASH and type 2 DM.

13
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Individual Percent Change in MRI-PDFF Levels at Week 12

14

Mean Levels at Baseline

Placebo ORMD-0801

Whole Liver 21.558 15.683

Segment 3 20.617 14.560

Segment 6 22.174 15.828

Segment 8 22.565 16.071
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Mean Percent Change in MRI-PDFF Levels at Week 12
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Mean Levels at Baseline

Placebo ORMD-0801

Whole Liver 21.558 15.683

Segment 3 20.617 14.560

Segment 6 22.174 15.828

Segment 8 22.565 16.071
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Exploratory Outcomes:
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• Change from baseline at week 12 in FibroScan® Median 
Steatosis in dB/m Levels

• Change from baseline at week 12 in FibroScan® Median 
Fibrosis in kPa Levels

• Change from baseline at weeks 12 and 16 in HbA1c
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Individual Change in FibroScan® Steatosis Median 
Levels Over Time
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Median Levels at Baseline

Placebo ORMD-0801

335.0 329.0
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Median Change in FibroScan® Steatosis Median 
Levels Over Time
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Median Levels at Baseline

Placebo ORMD-0801

335.0 329.0
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Individual Change in FibroScan® Fribrosis Median 
Levels Over Time

19

Median Levels at Baseline

Placebo ORMD-0801

8.4 8.6
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Median Change in FibroScan® Fibrosis Median kPa 
Levels Over Time
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Median Levels at Baseline

Placebo ORMD-0801

8.4 8.6
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Mean Change in HbA1c Levels Over Time
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Mean Levels at Baseline

Placebo ORMD-0801

7.44 7.74
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Summary of Results
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• Primary objective of safety met with no serious adverse events and no difference in 
the incidence rate of adverse events between ORMD-0801 and placebo.

• Secondary Objective of reducing liver fat content in patients with NASH and T2D 
(Percent Change from Baseline to Week 12 in MR PDFF %)
• Whole Liver showed a placebo adjusted mean decrease of 0.96
• Segment 3 (Left Lobe) showed a placebo adjusted mean decrease of 10.87 
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Summary of Results Continued
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• Exploratory objective of median change from baseline in FibroScan® at week 12
• Median steatosis levels showed a placebo adjusted median decrease of 29 for

ORMD-0801.
• Median fibrosis levels showed a placebo adjusted median decrease of 1.1 for

ORMD-0801.

• Other highlights consistent with these results:
• Mean Change from Baseline to Week 12 and week 16 showed a placebo adjusted 

mean decrease of 0.50 and 0.58 for ORMD-0801.
• Lipids (Total cholesterol, LDL, HDL, and Triglycerides) showed a placebo adjusted 

mean decrease at week 12 from baseline for ORMD-0801.
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Key Opinion Leader Discussion:

Professor Yaron Ilan, M.D. 
Joel Neutel, M.D. 
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Q&A
oramed.com
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Thank you
oramed.com
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Appendix
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Proprietary Technology for Oral Drug Delivery

Proteins and Peptides do Not 
Survive the Digestive System

Oramed Technology Protects Drug 
Integrity and Increases Absorption

Harsh pH

Stomach acidity cleaves and shreds protein

Protease attack

Proteases attack and break down proteins

Absorption barrier

Therapeutic proteins fail to be absorbed 
via the intestinal wall (barrier)

pH shield

Sensitive enteric coating protects capsule 
contents before entering small intestine

Protease protection

Protease inhibitors protect the active agent

Absorption enhancement

Assists the permeation of proteins/
peptides across intestinal membrane and 

into bloodstream
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