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Quick Take

Increased Visibility on ‘0801 Whets Our Appetite for
More — First P3 in T2DM Completes Enrollment
Takeaways

■ Oramed completed enrollment for its P3 ORA-D-013-1 study of ORMD-0801 (‘0801) for
type 2 diabetes (T2D) – data guided for January 2023

■ Enrollment exceeded target of 675 patients with 710 – should increase statistical
powering and signal-to-noise of study

■ Study focused on T2DM patients with inadequate glycemic control on two or three oral
glucose-lowering agents – positive results may enable ‘0801 to become a second/third
line of treatment

■ Second P3 study, ORA-D-013-2, conducted in T2DM patients with inadequate glycemic
control on diet control alone or on diet control and metformin – we estimate a data
readout in 2H23

■ Results from these two trials could support NDA filing for a broad T2DM patient
population

Summary

Oramed announced that it completed enrollment for its P3 ORA-D-013-1 study of its oral
insulin candidate, ‘0801, for T2DM, with data guided for January 2023. Importantly, the
study over-enrolled with 710 patients, exceeding the target of 675 patients. We believe
the larger sample size increases powering of the study as well as the signal-to-noise, and
perhaps increase the PoS, depending on dropout rates being consistent with trial design
assumptions.

In our view ‘0801 may show a differentiated and superior clinical profile relative to injected
insulin because of its potential to mimic a more physiological response as this route
of administration allows the absorbed insulin to travel through the hepatic portal vein
and target the liver directly. We note that oral insulin may have additional advantages
to injected insulin by avoiding/reducing frequent needle encounters, such as increased
compliance and adherence by patients, potentially leading to better outcomes in terms of
glycemic control and complications of long term T2DM.

The P3 ORA-D-013-1 study is in T2DM patients with inadequate glycemic control on two
or three oral glucose-lowering agents. The primary efficacy endpoint is the mean change
from baseline in HbA1C (hemoglobin A1c) at week 26. If this P3 readouts clearly positive,
it may enable ‘0801 to become a leading second/third line of treatment in place of DPP4s
(dipeptidyl-peptidase 4) inhibitors, GLP-1 (glucagon-like peptide 1) receptor agonists, and
SGLT2 (sodium-glucose transport protein 2) inhibitors.

The company is conducting a second P3, ORA-D-013-2, in T2DM patients with inadequate
glycemic control on diet control alone or on diet control and metformin monotherapy, for
which we estimate a data readout in 2H23. Like the first P3 study, the primary efficacy
endpoint is mean change from baseline in HbA1c at week 26. Importantly, approximately
30% of subjects will be naïve to first line of therapy, metformin. With the enrollment
criteria of this study, if the readout is clearly positive, there is the potential ‘0801 may
become first line monotherapy or used in combination with metformin.

We highlight that the T2DM is a large market as it has become a major global public health
concern, with the International Diabetes Federation estimating that in 2013 382M adults
aged 20–70 years worldwide had T2DM and this prevalence is expected to rise to 592M

The Disclosure Section may be found on pages 4 - 5.
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 by 2035 (Nat Rev Dis Primers. 2015 Jul 23;1:15019). We believe an approval of ‘0801 that
generates even low penetration into the US and EU5 markets can yield substantial revenue,
and possibly strategic interest, as we model ~$981M in un-adjusted revenue by 2030.
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Valuation

We use a probability-adjusted DCF analysis to value ORMP shares. We forecast cash flows
out to 2036. We apply a discount rate of 14% & do not assume a terminal value. The
resulting NPV of free cash flow is ~$876M, based on our analysis, which derives our 12-
month price target of $20/share based on shares outstanding as of end-FY2Q23E. Our
model assumes an equity raise in FY2Q23.

Risks

ORMD-0801 may not show efficacy as a sole agent and/or in combination with other
medications in type 2 diabetes mellitus patients in P3 studies. ORMD-0801 may not show
efficacy in additional indications it is being evaluated in, such as type 1 diabetes mellitus or
NASH. Studies may reveal unforeseen safety and/or tolerability issues for ORMD-0801. If
ORMD-0801 is approved, new, more-efficacious products may enter the market and may
compete for market share.

The company may fail to secure financing for additional studies or commercialization of
ORMD-0801, should it be approved. The oral SARS-CoV-2 vaccine may fail to stimulate
a suitable immune response for protection against COVID-19. ORMD-0901, an orally
delivered GLP-1 analog, may fail to show efficacy in type 2 diabetes mellitus. Preclinical
programs may fail to receive an IND or to enter the clinic.
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 Company Description

Oramed is developing drugs using its Protein Oral Delivery (POD) technology, which protects proteins from proteolysis in the
gastrointestinal (GI) tract & enhances absorption.

Disclosures Appendix

Analyst Certification
The analyst primarily responsible for this research report, and whose name appears on the front cover, certifies that: (i) all of the views expressed in this
research report accurately reflects his or her personal views about any and all of the subject securities or issuers featured in this report; and (ii) no part
of any of the research analyst’s compensation was, is, or will be, directly or indirectly related to the specific recommendations or views expressed by the
research analyst in this report.

Legal Disclosures

Lead or Co-manager: Cantor Fitzgerald and/or its affiliates, has acted as lead or co-manager in a public offering of equity and/or debt securities for Oramed
Pharmaceuticals Inc. within the last 12 months

Investment banking (last 12 months): Cantor Fitzgerald and/or its affiliates has received compensation for investment banking services in the last 12
months from Oramed Pharmaceuticals Inc..

Investment banking (next 3 months): Cantor Fitzgerald and/or its affiliates, expect to receive, or intend to seek, compensation for investment banking
services within the next three months from all of the companies referenced within this report.

Cantor Fitzgerald and/or its affiliates is a market maker in Oramed Pharmaceuticals Inc..

Cantor Fitzgerald's rating system
Overweight/OW: We expect the stock’s total return to exceed 15% over the next 12 months. For the purpose of calculating the percentage of subject
companies within the Buy, Hold, and Sell categories for whom Cantor Fitzgerald has provided investment banking services within the previous 12 months,
an Overweight rating equates to a Buy rating.
Neutral/N: We expect the stock’s total return to be between -10% and 15% over the next 12 months. For the purpose of calculating the percentage of
subject companies within the Buy, Hold, and Sell categories for whom Cantor Fitzgerald has provided investment banking services within the previous 12
months, a Neutral rating equates to a Hold rating.
Underweight/UW: We expect the stock’s total return to fall below -10% over the next 12 months. For the purpose of calculating the percentage of subject
companies within the Buy, Hold, and Sell categories for whom Cantor Fitzgerald has provided investment banking services within the previous 12 months,
an Underweight rating equates to a Sell rating.
Not Covered/NC: Cantor Fitzgerald does not provide an investment opinion or does not provide research coverage on this stock.
Not Rated/NR: We are not currently carrying a rating on this stock. Rating and estimates are under review. The NR rating does not equate to an Overweight,
Neutral, or Underweight rating and thus is not counted in the calculation of the percentage of subject companies within these three categories for whom
Cantor Fitzgerald has provided investment banking services within the previous 12 months.
Performance parameters should be interpreted flexibly as general guidelines relating to performance over a twelve-month period and are not intended to
be influenced by short-term share price volatility. Performance in this context is evaluated in terms of total absolute return.
Total return is defined as the sum of (1) the percentage difference between the target price and the current price and (2) the expected dividend yield of
the stock.

Other Disclosures
This report is for informational purposes only and is based on publicly available data believed to be reliable, but no representation is made that such data
are accurate or complete. Opinions and projections contained herein reflect our opinion as of the date of this report and are subject to change. Pursuant
to Cantor Fitzgerald's policy, the author of this report does not own shares in any company he/she covers.

Cantor Fitzgerald and the Cantor Fitzgerald logo are trademarks or registered trademarks of Cantor Fitzgerald Securities or its affiliates in the U.S. and
other countries. Other trademarks appearing herein are the property of their respective owners. Neither Cantor Fitzgerald Securities nor its affiliates are
associated with or affiliated with such third parties.

This material is being presented solely as institutional communications and is not meant to be viewed as a complete fundamental analysis of any security.
This material may offer recommendations and strategies which are shorter term in nature. If the material contains analysis, it may be narrowly focused, and
may be based either purely on quantitative models or other unique factors such as market supply/demand factors surrounding potential market moving
events. When making an investment decision this information should be viewed as just one factor in your investment decision process. Past performance
should not be taken as an indication or guarantee of future results.

Disclosures for UK investors
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 This material is only intended for use by eligible counterparties or professional clients who fall within articles 19 or 49 of the Financial Services and Markets
Act 2000 (Financial Promotion) Order 2001. None of the investments or investment services mentioned or described herein are available to other persons
in the U.K and in particular are not available to "retail clients” as defined by the rules of the FCA.
Disclosure for Canadian Institutional Investors
This research report was prepared by analysts of Cantor Fitzgerald & Co. and not by Cantor Fitzgerald Canada Corporation. As a result, this report has not
been prepared subject to Canadian Disclosure requirements. Cantor Fitzgerald Canada may distribute research reports prepared by its affiliates.
Risks
The financial instruments discussed in this report may not be suitable for all investors and investors must make their own investment decisions based on
their specific investment objectives. Past performance should not be taken as an indication or guarantee of future performance. The price, value of and
income from, any of the financial instruments featured in this report can rise as well as fall and be affected by changes in economic, financial and political
factors. If a financial instrument is denominated in a currency other than the investor's currency, a change in exchange rates may adversely affect the price
or value of, or income derived from, the financial instrument, and such investors effectively assume currency risk. In addition, investors in securities such
as ADRs, whose value is affected by the currency of the home market of the underlying security, effectively assume currency risk.

Rating and Price Target History for: Oramed Pharmaceuticals Inc. (ORMP) as of 05-02-2022

35

30

25

20

15

10

5

0
Q1 Q2 Q3 2020 Q1 Q2 Q3 2021 Q1 Q2 Q3 2022 Q1 Q2

02/18/22
I:1:$20

I = Initiated; 1 = Overweight/OW or before 12/14/16; B = BUY; 2 = Neutral or before 12/14/16; H = HOLD;
3 = Underweight/UW or before 12/14/16; S = SELL; SP = SPECULATIVE BUY before 12/14/16; NR = Not Rated; D = Dropped

Powered by BlueMatrix

Distribution of Ratings/Investment Banking Services (IB) as of 05/03/22
Cantor

IB Serv./Past 12 Mos.
Rating Count Percent  Count Percent
BUY [1/B] 223 88.84  172 77.13
HOLD [2] 28 11.16  15 53.57
SELL [SL/3] 0 0.00  0 0.00
(1)

Additional information available on request. Copyright (C) Cantor Fitzgerald 2022
5

 



 

 

 

U.S. Equity Research Analysts & Management 

 
Director of Equity Research 

David Siffringer 
212-829-7091 
David.Siffringer@cantor.com 
 
BIOTECH/HEALTHCARE 

Biopharma & Biotech 

Brandon Folkes, CFA 
212-294-8081 
Brandon.Folkes@cantor.com 
 
Biotechnology 

Prakhar Agrawal 
212-610-3614 
Prakhar.Agrawal@cantor.com 
 
Brian Cheng 
212-428-5953 
Brian.Cheng@cantor.com 
 
Charles C. Duncan, Ph.D. 
212-915-1236 
Charles.Duncan@cantor.com 
 
Kristen Kluska 
212-915-1927 
Kristen.Kluska@cantor.com 
 

Rick Miller 
212-915-1803 
Rick.Miller@cantor.com 

 
Pete Stavropoulos, Ph.D. 
212-915-1966 
Pete.Stavropoulos@cantor.com 
 
Li Watsek 
212-915-1221 
Li.Watsek@cantor.com 
 

Large Cap Pharma, Biopharma & 
Biotech 

Louise Chen 
212-915-1794 
Louise.Chen@cantor.com 
 

Carvey Leung 
212-915-1917 

    Carvey.Leung@cantor.com 

 
Wayne Wu 
212-294-7879 
Wayne.Wu@cantor.com 

 
Jennifer Kim 
212-829-4860 
Jennifer.Kim@cantor.com 
 
Life Science Tools & Diagnostics 

Charles C. Duncan, Ph.D. 
212-915-1236 
Charles.Duncan@cantor.com 
 

Pete Stavropoulos, Ph.D. 
212-915-1966 
Pete.Stavropoulos@cantor.com 

 
Ross Osborn 
212-915-1806 
Ross.Osborn@cantor.com 
 
Medical Devices & Supplies 

Brandon Folkes, CFA 
212-294-8081 
Brandon.Folkes@cantor.com 
 

 

CANNABIS 

Pablo Zuanic 
212.915.1057 
Pablo.Zuanic@cantor.com 
 
CONSUMER 

Pablo Zuanic 
212.915.1057 
Pablo.Zuanic@cantor.com 
 
 

SPACs 

Alec Paniagua 
212-359-8706 
Alec.Paniagua@cantor.com 

 
 
TECHNOLOGY  

Alternative Energy & Industrial 
Technology 

Andres Sheppard 
212-428-5983 
Andres.Sheppard@cantor.com 

 
Colton Zimmer 
212-829-5248 
Colton.Zimmer@cantor.com 

 

Consumer Internet 

Benjamin Sherlund 
212-359-8721 
Benjamin.Sherlund@cantor.com 

 
Steven McDermott 
212-428-5944 
Steven.McDermott@cantor.com 

 
Crypto & Bitcoin 

Mike Colonnese 
212-829-5207 
Mike.Colonnese@cantor.com 
 
Financial Technology 

Josh Siegler 
212-428-5960 
Josh.Siegler@cantor.com 
 

Keeler Patton 
212-829-5457 
Keeler.Patton@cantor.com 

 
Software 

Brett Knoblauch 
212-610-2221 
Brett.Knoblauch@cantor.com 
 

 

 

mailto:David.Siffringer@cantor.com
mailto:Brandon.Folkes@cantor.com
mailto:Prakhar.Agrawal@cantor.com
mailto:Brian.Cheng@cantor.com
mailto:Charles.Duncan@cantor.com
mailto:Kristen.Kluska@cantor.com
mailto:Rick.Miller@cantor.com
mailto:Pete.Stavropoulos@cantor.com
mailto:Li.Watsek@cantor.com
mailto:Louise.Chen@cantor.com
mailto:Carvey.Leung@cantor.com
mailto:Wayne.Wu@cantor.com
mailto:Jennifer.Kim@cantor.com
mailto:Charles.Duncan@cantor.com
mailto:Pete.Stavropoulos@cantor.com
mailto:Ross.Osborn@cantor.com
mailto:Brandon.Folkes@cantor.com
mailto:Pablo.Zuanic@cantor.com
mailto:Pablo.Zuanic@cantor.com
mailto:Alec.Paniagua@cantor.com
mailto:Andres.Sheppard@cantor.com
mailto:Colton.Zimmer@cantor.com
mailto:Steven.McDermott@cantor.com
mailto:Mike.Colonnese@cantor.com
mailto:Keeler.Patton@cantor.com
mailto:Brett.Knoblauch@cantor.com



