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Pipeline Advancing on Multiple Fronts; Reiterate Buy

Stock Data 01/28/2021
Price $6.99
Exchange NASDAQ
Price Target $17.00
52-Week High $7.60
52-Week Low $2.40
Enterprise Value (M) $141
Market Cap (M) $186
Public Market Float (M) 23.7
Shares Outstanding (M) 26.7
3 Month Avg Volume 672,730
Short Interest (M) 0.81
Balance Sheet Metrics
Cash (M) $45.6
Total Debt (M) $0.0
Total Cash/Share $1.71
Book Value/Share $1.18

EPS ($) Diluted
Full Year - Aug 2019A 2020E 2021E
1Q (0.25) (0.15)A (0.16)
2Q (0.21) (0.21)A (0.19)
3Q (0.23) (0.10)A (0.19)
4Q (0.13) (0.12) (0.19)
FY (0.82) (0.55) (0.73)
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Pivotal oral insulin program in progress. We remind investors
that Oramed has commenced patient dosing in its pivotal program
for ORMD-0801, the company's oral insulin candidate. This Phase 3
program consists of two trials. The first of these, ORA-D-013-1, is
recruiting 675 patients on two or three oral glucose-lowering agents at
75 sites throughout the U.S. The primary endpoint is comparison of
the efficacy of ORMD-0801 to placebo in improving glycemic control
as assessed by A1c, with a secondary endpoint of assessing change
from baseline in fasting plasma glucose at 26 weeks. Efficacy data
will become available after all patients have completed the first six-
month treatment period. The ORA-D-013-1 trial is a double-blinded,
double-dummy study randomizing patients 1:1:1 for: 8mg ORMD-0801
once-daily at night and placebo 45 minutes before breakfast; or 8mg
ORMD-0801 twice-daily at night and 45 minutes before breakfast; or
placebo twice-daily at night and 45 minutes before breakfast. The
second study, ORA-013-2, is designed to evaluate the efficacy and
safety of ORMD-0801 in 450 subjects in the U.S., Europe, and Israel
who have inadequate glycemic control and are on diet modification
without medication, or on metformin monotherapy. The company looks
forward to sharing recruitment numbers later this quarter and plans to
provide updates as enrollment milestones are achieved. We reiterate
our Buy rating and 12-month price target of $17 per share.

ORMD-0801 pivotal trials could culminate in an approvable drug.
Both Phase 3 trials of ORMD-0801 should complete enrollment in early
2022, with data release later that year. A Biologics License Application
(BLA) could be filed in 2023, with FDA approval of ORMD-0801 in 2024.
The BLA classification would provide 12 years of U.S. market exclusivity
post-launch.

A second high-profile shot on goal in fatty liver disease. Oramed
is currently enrolling patients in a global Phase 2 non-alcoholic
steatohepatitis (NASH) study, which was initiated in December 2020
when the first patients were screened in the U.S. Other sites in Europe
and Israel are slated to begin recruitment later this quarter. The trial
will measure efficacy endpoints via MRI- derived proton density fat
fraction (MRI-PDFF) for 12 weeks, as well as percent change in liver
fibrosis and liver steatosis. We anticipate completion of this NASH
study in 2021. Data from Oramed's pilot study of ORMD-0801 in
diabetic patients with NASH showed a 30% relative reduction in fatty
liver content, as measured by MRI-PDFF. Gamma-glutamyltransferase
(GGT), a key marker of chronic hepatitis, and fasting insulin levels
were both significantly lower after 12 weeks of treatment vs. baseline.
ORMD-0801 was safe and well tolerated in this patient population.

ORMD-0901 slated to advance near term. We note that ORMD-0901
(oral exenatide), Oramed's second pipeline candidate, has shown a
>50% reduction in mean glucose (similar to subcutaneous delivery
of exenatide). ORMD-0901 was tested in four healthy volunteers.
ORMD-0901 formulations preserved the biological activity of exenatide
when delivered orally and the drug was shown to successfully curb
blood sugar excursions following glucose challenge. We expect Oramed
to conduct and complete a bioavailability study in T2D patients with
ORMD-0901 this year.

For definitions and the distribution of analyst ratings, analyst certifications, and other disclosures, please refer to pages 4 - 5 of this report.



Leptin program entering mid-stage development this year. In 2020, Oramed conducted an exploratory oral leptin trial to
evaluate glucagon reduction in type 1 diabetes (T1D). Leptin is a protein that regulates hunger and is of interest to Oramed as
a potential addition to the company's portfolio of clinical-stage candidates aimed at treatment of metabolic disease. The proof-
of-concept study evaluated the pharmacokinetic and pharmacodynamics (PK/PD) of Oramed's oral leptin drug candidate in
adult T1D patients and showed that patients who received leptin, on average, had a decrease in glucose vs. the placebo group
during the first 30-180 minutes following dosing. We expect Oramed to initiate a larger double-blind, placebo-controlled study
for its oral leptin capsule later this year. Investors should note that we do not currently ascribe any value to the leptin candidate;
accordingly, positive data from the placebo-controlled trial may drive upside to our current assumptions.

Valuation methodology, risks and uncertainties. Factoring in a 15% discount rate, a 75% probability of approval for
ORMD-0801, and peak annual sales of $2.5B (on which we project double-digit percentage royalties), we derive a total rNPV
of $200M within the diabetes indication. We add to this the value from ORMD-0801 in the non-alcoholic steatohepatitis (NASH)
indication, to which we ascribe an rNPV of $50M, as well as our anticipated value for Oramed's pipeline, mainly ORMD-0901,
to derive a total enterprise value of $450M. This yields a price objective of $17.00 per share, assuming net cash of $105M
and 32.8M fully-diluted shares outstanding as of end-F3Q21. Risks include, but are not limited to: (1) delays in pivotal testing
of ORMD-0801; (2) adverse results from future clinical trials; (3) negative regulatory actions; and (4) medium to long-term
dilution risk.
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Table 1: Oramed Pharmaceuticals, Inc. (ORMP)—Historical Income Statements, Financial Projections 
 

FY end August 31 
$ in thousands, except per share data 
 

 
 

Source: Company reports and H.C. Wainwright & Co. estimates. 
 

1QA 2QA 3QA 4QA 2019A 1QA 2QA 3QA 4QE 2020E 2021E

Revenue

Product revenue -               -               -               -               -               -               -               -               -               -               -               

Research and other 674              666              682              681              2,703           674              674              681              681              2,710           2,800           

Total revenue 674              666              682              681              2,703           674              674              681              681              2,710           2,800           

Expenses

Cost of product and service revenue 35                55                -               -               90                -               -               -               -               -               -               

Research & development 4,347           3,114           3,861           2,200           13,522         2,022           3,320           1,925           2,400           9,667           15,000         

Selling and marketing -               -               -               -               -               -               -               -               -               -               -               

General and administrative 932              1,065           899              826              3,722           1,081           1,391           1,030           1,200           4,702           7,000           

Total expenses 5,314           4,234           4,760           3,026           17,334         3,103           4,711           2,955           3,600           14,369         22,000         

Gain (loss) from operations (4,640)          (3,568)          (4,078)          (2,345)          (14,631)        (2,429)          (4,037)          (2,274)          (2,919)          (11,659)        (19,200)        

Other income/expense

Financial income 286              273              263              239              1,061           209              169              200              190              768              860              

Financial expense (8)                 (19)               (14)               (174)             (215)             (20)               (2)                 (8)                 (8)                 (38)               (120)             

Impairment of available-for-sale securities 60                (87)               (243)             -               (270)             (303)             182              (202)             -               (323)             -               

Total investment income and other 338              167              6                  65                576              (114)             349              (10)               182              407              740              

Loss before provision for income taxes (4,302)          (3,401)          (4,072)          (2,280)          (14,055)        (2,543)          (3,688)          (2,284)          (2,737)          (11,252)        (18,460)        

Deferred income tax benefit -               (300)             -               -               (300)             -               -               -               -               -               -               

Net loss/income (4,302)          (3,701)          (4,072)          (2,280)          (14,355)        (2,543)          (3,688)          (2,284)          (2,737)          (11,252)        (18,460)        

Net loss per share (basic) (0.25)            (0.21)            (0.23)            (0.13)            (0.82)            (0.15)            (0.21)            (0.10)            (0.12)            (0.55)            (0.73)            

Net loss per share (diluted) (0.25)            (0.21)            (0.23)            (0.13)            (0.82)            (0.15)            (0.21)            (0.10)            (0.12)            (0.55)            (0.73)            

Weighted average number of shares outstanding (basic) 17,449         17,454         17,457         17,383         17,454         17,472         17,818         23,215         23,302         20,452         25,302         

Weighted average number of shares outstanding (diluted) 17,449         17,454         17,457         17,383         17,454         17,472         17,818         23,215         23,302         20,452         25,302         

2019A 2020E
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Important Disclaimers

This material is confidential and intended for use by Institutional Accounts as defined in FINRA Rule 4512(c). It may also be
privileged or otherwise protected by work product immunity or other legal rules. If you have received it by mistake, please let
us know by e-mail reply to unsubscribe@hcwresearch.com and delete it from your system; you may not copy this message or
disclose its contents to anyone. The integrity and security of this message cannot be guaranteed on the Internet.
H.C. WAINWRIGHT & CO, LLC RATING SYSTEM: H.C. Wainwright employs a three tier rating system for evaluating both
the potential return and risk associated with owning common equity shares of rated firms. The expected return of any given
equity is measured on a RELATIVE basis of other companies in the same sector. The price objective is calculated to estimate
the potential movements in price that a given equity could reach provided certain targets are met over a defined time horizon.
Price objectives are subject to external factors including industry events and market volatility.

RETURN ASSESSMENT
Market Outperform (Buy): The common stock of the company is expected to outperform a passive index comprised of all the
common stock of companies within the same sector.
Market Perform (Neutral): The common stock of the company is expected to mimic the performance of a passive index
comprised of all the common stock of companies within the same sector.
Market Underperform (Sell): The common stock of the company is expected to underperform a passive index comprised of
all the common stock of companies within the same sector.

Rating and Price Target History for: Oramed Pharmaceuticals, Inc. (ORMP-US) as of 01-28-2021
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BUY:$25.00
12/01/15

BUY:$20.00
07/22/19

BUY:$16.00
06/22/20

BUY:$17.00
07/13/20

Investment Banking Services include, but are not limited to, acting as a manager/co-manager in the underwriting or placement
of securities, acting as financial advisor, and/or providing corporate finance or capital markets-related services to a company
or one of its affiliates or subsidiaries within the past 12 months.

Distribution of Ratings Table as of January 28, 2021
IB Service/Past 12 Months

Ratings Count Percent Count Percent
Buy 437 90.85% 173 39.59%
Neutral 41 8.52% 12 29.27%
Sell 0 0.00% 0 0.00%
Under Review 3 0.62% 1 33.33%

H.C. Wainwright & Co, LLC (the “Firm”) is a member of FINRA and SIPC and a registered U.S. Broker-Dealer.

I, Raghuram Selvaraju, Ph.D. , certify that 1) all of the views expressed in this report accurately reflect my personal views about
any and all subject securities or issuers discussed; and 2) no part of my compensation was, is, or will be directly or indirectly
related to the specific recommendation or views expressed in this research report; and 3) neither myself nor any members of
my household is an officer, director or advisory board member of these companies.

None of the research analysts or the research analyst’s household has a financial interest in the securities of Oramed
Pharmaceuticals, Inc. (including, without limitation, any option, right, warrant, future, long or short position).
As of December 31, 2020 neither the Firm nor its affiliates beneficially own 1% or more of any class of common equity securities
of Oramed Pharmaceuticals, Inc..
Neither the research analyst nor the Firm knows or has reason to know of any other material conflict of interest at the time
of publication of this research report.

The research analyst principally responsible for preparation of the report does not receive compensation that is based upon any
specific investment banking services or transaction but is compensated based on factors including total revenue and profitability
of the Firm, a substantial portion of which is derived from investment banking services.
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The firm or its affiliates received compensation from Oramed Pharmaceuticals, Inc. for non-investment banking services in
the previous 12 months.

The Firm or its affiliates did not receive compensation from Oramed Pharmaceuticals, Inc. for investment banking services
within twelve months before, but will seek compensation from the companies mentioned in this report for investment banking
services within three months following publication of the research report.

The Firm does not make a market in Oramed Pharmaceuticals, Inc. as of the date of this research report.

The securities of the company discussed in this report may be unsuitable for investors depending on their specific investment
objectives and financial position. Past performance is no guarantee of future results. This report is offered for informational
purposes only, and does not constitute an offer or solicitation to buy or sell any securities discussed herein in any jurisdiction
where such would be prohibited. This research report is not intended to provide tax advice or to be used to provide tax advice to
any person. Electronic versions of H.C. Wainwright & Co., LLC research reports are made available to all clients simultaneously.
No part of this report may be reproduced in any form without the expressed permission of H.C. Wainwright & Co., LLC. Additional
information available upon request.
H.C. Wainwright & Co., LLC does not provide individually tailored investment advice in research reports. This research report is
not intended to provide personal investment advice and it does not take into account the specific investment objectives, financial
situation and the particular needs of any specific person. Investors should seek financial advice regarding the appropriateness
of investing in financial instruments and implementing investment strategies discussed or recommended in this research report.
H.C. Wainwright & Co., LLC’s and its affiliates’ salespeople, traders, and other professionals may provide oral or written market
commentary or trading strategies that reflect opinions that are contrary to the opinions expressed in this research report.
H.C. Wainwright & Co., LLC and its affiliates, officers, directors, and employees, excluding its analysts, will from time to time
have long or short positions in, act as principal in, and buy or sell, the securities or derivatives (including options and warrants)
thereof of covered companies referred to in this research report.

The information contained herein is based on sources which we believe to be reliable but is not guaranteed by us as being
accurate and does not purport to be a complete statement or summary of the available data on the company, industry or security
discussed in the report. All opinions and estimates included in this report constitute the analyst’s judgment as of the date of
this report and are subject to change without notice.

Securities and other financial instruments discussed in this research report: may lose value; are not insured by the Federal
Deposit Insurance Corporation; and are subject to investment risks, including possible loss of the principal amount invested.
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