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Oramed Pharmaceuticals Inc. (NASDAQ/TASE: ORMP) (hereinafter ‘Oramed’) is a biomedical company 

engaged in pharmaceutical research and development of a technology platform that enables oral delivery 

of proteins, that are currently only available by injection. The company’s initial pipeline targets the 
diabetes care market, and its long-term pipeline is strategically guided by this foundation. The company 

advances two independent clinical programs that target the diabetes market: 1) ORMD-0801, an oral 

insulin product, which aims to disrupt the treatment paradigm for type 2 diabetes and decrease the 

number of insulin injections needed for type 1 diabetes, and 2) ORMD-0901-an oral GLP-1 receptor 

agonist, which better balances blood sugar.  

  

Company Overview 
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Oramed Pharmaceuticals Inc. is engaged in transforming injectable drugs into 

oral ones; initiated ORMD-0901 PK study; received additional milestone 

payment of $3 million in January 2019; catalyst rich 2019 ahead; we maintain 

our target price of NIS 53.2.  
     

 

 

 

 

 

                                        Upcoming Catalyst Roadmap (full list of catalysts on page 6) 

Drug Candidate Indication Catalyst Timeline 

ORMD-0801 

 (oral insulin) 

Type 2 Diabetes Completion of Phase IIb 90-day multi-center study Q4 2019 

Type 1Diabetes 
Completion of Clamp study Q1 2019 

Food effect trial PK/PD completion Q2 2019 

Nash Completion of exploratory clinical study Late 2019 

ORMD-0901  

(oral GLP-1) 
Type 2 Diabetes 

Initiation of Pharmacokinetics clinical study Q1 2019 (Achieved)    

Completion of Pharmacokinetics clinical study Q1 2019 

Phase II projected initiation Q4 2019 

Oral Leptin Obesity 
Initiation of P.O.C. study 2019 

Completion of P.O.C. study Late 2019 

 

As of November 30, 2018 the company has cash, cash equivalents, short-term 

and long-term deposits, and marketable securities of $42.8M, enough to 

promote its strategic plan into 2019. 
 

Oramed’s persistent and relatively successful focus on oral delivery for the diabetes drug 
market is a commercially promising strategy with the potential of clinical expansion into 

other segments in the future. By 2025, the diabetes market size is projected to be about 

$170 billion with a CAGR of 12.7% (2020 to 2025). Oral delivery is projected to comprise 

about one third of the market. 

Q1 main updates: 
 

•Through November 30, 2018, Oramed received aggregate milestone payments from its 

license agreement with HTIT totaling $17.5 million. An additional milestone payment of 

$3 million was received in January 2019, amounting to a total of $33million received to 

date from HTIT for both the licensing agreement and the investment in Oramed shares. 

•ORMD-0901: In September 2018, the FDA cleared Oramed’s IND application for human 
trials of ORMD-0901. In the first quarter of calendar year 2019, the company initiated a 

Phase I pharmacokinetic trial which will evaluate the safety and pharmacokinetics of 

ORMD-0901 compared to placebo. This study is being conducted according to the IND 

and will be followed by a Phase II trial on type 2 diabetic patients which will be conducted 

in the United States under an IND. 

Financially, Oramed is stable with strong ability to promote its clinical and regulatory 

plans. From a clinical perspective, as planned, Oramed initiated the ORMD-0901 Phase I 

pharmacokinetic trial. We look for Phase II initiation in Q4 2019. 

 

 

As company activities are proceeding as planned, we maintain our 

valuation of Oramed’s equity at $244.7M / NIS 920M; our target 

price estimation remains in a range between  

NIS 49.8 and NIS 56.6, a mean of NIS 53.2. 
 

Stock Exchange: TASE, 

NASDAQ 

 

Symbol: ORMP 

 

Sector: Healthcare 

 

Sub-sector: Pharmaceuticals 

 
Stock price target: NIS 53.2 

 
 

As of 27 January 2019                     

(source: TASE website): 

 

Closing Price: NIS 13.0  

 

Market Cap: NIS 225.2M  

 

# of Shares: 17.4M 

 
Stock Performance  

(since TASE IPO):  -63% 

 

Average Daily Trading Volume 

(since TASE IPO): NIS 103K 
 
 
 
 
 
 
Kobi Hazan - Lead Analyst 

 
Frost & Sullivan Research & 

Consulting Ltd. 
Email: 

Equity.Research@frost.com 
Tel.:  +972-9-9502888 

www.frost.com/EquityResearch 

Highlights 

mailto:Equity.Research@frost.com
mailto:Equity.Research@frost.com
http://www.frost.com/EquityResearch
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Q1 update 

Financial updates 

*Fiscal year end for the company is August 31st.* 

HTIT update –an additional $3 million milestone payment was received. 

On November 30, 2015, Oramed and Hefei Tianhui Incubator of Technologies (HTIT) entered into a Technology 

License Agreement. In accordance with the agreement, HTIT received an exclusive commercialization license in the 

territory of the People’s Republic of China, Macau and Hong Kong for Oramed’s oral insulin capsule, ORMD-0801. 

HTIT will conduct, at its own expense, certain pre-commercialization and regulatory activities with respect to 

Oramed’s technology and the ORMD-0801 capsule, and will pay (i) royalties of 10% on net sales of the related 

commercialized products to be sold by HTIT in the territory, and (ii) an aggregate of $37.5 million, of which $3 million 

was payed immediately, $8 million was paid subject to entry into certain agreements with certain third parties, and 

$26.5 million will be payable upon achievement of certain milestones and conditions. Through November 30, 2018, 

Oramed received aggregate milestone payments of $17.5 million and an additional milestone payment of $3 million 

was received in January 2019. 

Revenues consist of proceeds related to the License Agreement mentioned above. Revenues for the three month 

period ended November 30, 2018 increased by 10% to $674,000, from $611,000 for the three month period ended 

November 30, 2017. 

Cost of revenues for the three month period ended November 30, 2018 increased to $35,000 compared to no cost 

of revenues for the three month period ended November 30, 2017. The increase is attributable to the inclusion of 

additional milestone payments under the License Agreement. 

Research and development expenses for the three month period ended November 30, 2018 increased by 87% to 

$4,347,000, from $2,327,000 for the three month period ended November 30, 2017. The increase is primarily due to 

expenses related to Oramed’s Phase IIb three-month treatment clinical trial, food effect and clamp clinical trials, and 

is partially offset by a decrease in expenses related to the scale-up process development and production of oral 

capsule ingredients. Stock-based compensation costs for the three month period ended November 30, 2018 totaled 

$39,000, as compared to $171,000 during the three month period ended November 30, 2017. The decrease is mainly 

attributable to the progress in amortization and the forfeiture of awards granted in prior periods. 

General and administrative expenses for the three month period ended November 30, 2018 decreased by 8% to 

$932,000 from $1,016,000 for the three month period ended November 30, 2017. 

Cash and cash equivalents - During the three month period ended November 30, 2018, cash and cash equivalents 

decreased to $3,861,000 from the $4,996,000 reported as of August 31, 2018. 

Operating activities used cash totaling $4,131,000 in the three month period ended November 30, 2018, as 

compared to $2,728,000 used in the three month period ended November 30, 2017. Cash used in operating 

activities in the three month period ended November 30, 2018 resulted in net loss due to research and development 

and general and administrative expenses, as well as changes in contract liabilities due to the License Agreement and 

is partially offset by changes in accounts payable and accrued expenses. 
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New Clinical developments 

GLP-1/exenatide capsule, or ORMD-0901: In September 2018, the FDA cleared Oramed’s IND application for human 
trials of ORMD-0901. In the first quarter of calendar year 2019, the company initiated a Phase I pharmacokinetic trial 

which will evaluate the safety and pharmacokinetics of ORMD-0901 compared to placebo and an active comparator. 

This study is being conducted according to the IND and will be followed by a Phase II trial on type 2 diabetic patients 

which will be conducted in the United States under an IND. 

ORMD-0801: In October 2018, Oramed initiated an exploratory clinical study of ORMD-0801 in patients with 

nonalcoholic steatohepatitis, or NASH. The three-month treatment study, which was approved by Israel’s Ministry of 
Health, will assess the effectiveness of ORMD-0801 in reducing liver fat content, inflammation and fibrosis in 

patients with NASH. Oramed expects to complete the study during calendar year 2019. 

Below is the most recent product pipeline: 

 

Source: company data, financial report Q1 

 

 

 

 

 

 

 

 

 

 



 

  

R E S E A R C H  
    & 

     C O N S U L T I N G  
    L T D.  

  
 

 

  
5 

 

  

Executive Summary   

Investment Thesis  

Oramed is an emerging player in the orally delivered therapeutics segment of the global diabetes care market.  

According to Frost & Sullivan, with a CAGR of 8.8% since 2016, this segment is estimated to reach a value of $42.3 

billion by 2022. Insulin, and afterwards GLP-1, account for the overwhelming majority of the diabetes market. 

Oramed’s core business is its oral platform which enables the promotion of numerous domains as we present below:  

 

 
Source: Oramed investor  presentation, November 2018 

 

The current target market is very attractive financially, however, is rather competitive given the number of orally 

deliverable non-insulin solutions which are administered in conjunction with increasingly infrequent insulin 

injections. In July 2018, Oramed raised a gross $18.1M and has as of November 30, 2018 cash, cash equivalents, 

deposits and investments totaling $42.8M that can support the companies activities into 2019.  

 

Oral insulin administration has an intrinsic physiological advantage in balancing blood sugar versus insulin given by 

injection. Oramed faces no current significant direct competitors in the oral Insulin market; nevertheless, should the 

big pharmaceutical players continue succeeding in developing injections which are efficiently administered at 

increasingly less frequent intervals, the added-value in terms of compliance to patients of oral insulin will decrease 

accordingly. Additionally, Oramed will be required to conduct a “market education campaign”, targeting both 
patients and physicians when and if its products are approved for market. The probability of this campaign’s success 
is undeterminable at this stage; however Oramed’s comfortable cash position and 12-year market exclusivity will 

prove to be reliable assets in this pursuit.  

Thus, we view the investment in Oramed as a great opportunity for investors to participate in the quest for a 

game changing delivery method, not only in the diabetes domain, but also in a number of other indications that 

lack easily administered orally delivered solutions. Pending successful completion of the company’s clinical trial 
with ORMD-0801 (the company’s oral insulin product), we believe that the stock’s potential will significantly 

increase. 
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Anticipated Clinical Development Timeline of ORMD-0801 

Source: Oramed Investors presentation, November 2018 

Upcoming Potential Catalysts 

Program Indication Event Significance Timeline Status 

ORMD-0801 

(Oral Insulin) 

Type 2 diabetes 

Initiation of Phase IIb 90-day 

multi-center study 
High Q2 2018 Achieved 

Completion of Phase IIb 90-day 

multi-center study 
High Q4 2019 On track 

Initiation of Phase III trials  High Q3 2020 On track 

Completion of Phase III trials High Q3 2022 On track 

FDA marketing approval High Late 2023 Expected 

Type 1 diabetes 

Initiation of Clamp study Low Q2 2018 Achieved 

Completion of Clamp study High Q1 2019 On track 

Food effect trial PK/PD initiation High Q2 2018 Achieved 

Food effect trial PK/PD completion High Q2 2019 On Track 

Initiation of Phase III trials High Q3 2020 On track 

Completion of Phase III trials High Q3 2022 On track 

FDA marketing approval High Late 2023 Expected 

NASH 

Initiation of exploratory clinical 

study 
Low Q4 2018 Achieved 

Completion of exploratory clinical 

study 
Low Late 2019 On track 

ORMD-0901 

(Oral GLP-1) 
Type 2 diabetes 

Initiation of Pharmacokinetics 

clinical study 
Low Q1 2019 Achieved 

Completion of Pharmacokinetics 

clinical study 
Low Q1 2019 On track 

Phase II projected initiation High Q4 2019 

2018 2018 

On track 

  Phase II projected completion High Q1 2021 On track 

Oral Leptin Obesity 
Initiation of P.O.C. study Low 2019 On track 

Completion of P.O.C. study Low Late 2019 On track 
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Appendices 

Appendix A - Financial Reports 

 

                                                                    First quarter ending 30.11.18         

Balance Sheet  ($000s) 30.11.2018 31.08.2018 

Current assets 

Cash 3,861 4,996 

Short term deposits 19,920 20,875 

Marketable securities 5,143 4,592 

Other assets 727 574 

Total current assets        29,651        31,037  

Long-term assets 

Long-term deposits 11,613 13,542 

Marketable securities 2,290 2,785 

Employee rights 16 16 

PPE 23 17 

Total assets 43,593 47,397 

Current liabilities 

Accounts payable 2,982 2,058 

Contract liabilities 1,131 2,449 

Payable to related parties 51 46 

Total current liabilities 4,164 4,553 

Long-term liabilities 

Contract liabilities 10,259 11,388 

Employee rights 20 20 

Others 292 324 

Total Liabilities 14,735 16,285 

Equity 28,858 31,112 

 

                                                             First quarter ending 30.11.18    

Profit and Loss ($000s) 30.11.2018 30.11.2017 

Revenues 674 611 

Cost of revenues 35 - 

Research and development, net 4,347 2,327 

General and administrative 932 1,016 

Financial income, net 278 201 

Income from changes in fair value 

of investments 

60 - 

Net Loss for the period 4,302 2,531 
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                    Credit to Experts: Dr. Tiran Rothman, Dr. Hadar Cohen-HaLevy 

About Frost & Sullivan 

Frost & Sullivan* is a global leader in strategic and financial consulting, as well as, market and technology research. 

Frost & Sullivan is comprised of an integrated global team of 1,800, including; analysts, experts, and growth strategy 

consultants across 50 branches on six continents, including in Herzliya Pituach, Israel. Frost & Sullivan’s Independent 
Equity Research leverages the in-house experience accumulated from working with leading players in medical 

technologies, life sciences, ICT, cybersecurity, renewable energy, and other industrial fields, for the past 55 years. 

Alongside, we utilize our tens of thousands proprietary of market and technology research reports, and economic 

forecasts. For additional information visit: www.frost.com. For access to our reports and further information on our 

Independent Equity Research program visit www.frost.com/equityresearch.  
 
*Frost & Sullivan Research and Consulting Ltd., a wholly owned subsidiary of Frost & Sullivan, is registered and licensed in Israel to practice as an 
investment adviser. 

 

What is Independent Equity Research? 

Nearly all equity research is nowadays performed by stock brokers, investment banks, and other entities which have a 

financial interest in the stock being analyzed. On the other hand, Independent Equity Research is a boutique service 

offered by only a few firms worldwide. The aim of such research is to provide an unbiased opinion on the state of the 

company and potential forthcoming changes, including in their share price. The analysis does not constitute 

investment advice, and analysts are prohibited from trading any securities being analyzed. Furthermore, a company 

like Frost & Sullivan conducting Independent Equity Research services is reimbursed by a third party entity and not 

the company directly. Compensation is received up front to further secure the independence of the coverage.  

 

Analysis Program with the Tel Aviv Stock Exchange (TASE) 

Frost & Sullivan is delighted to have been selected to participate in the Analysis Program initiated by the Tel Aviv 

Stock Exchange Analysis (TASE). Within the framework of the program, Frost & Sullivan produces equity research 

reports on Technology and Biomed (Healthcare) companies that are listed on the TASE, and disseminates them on 

exchange message boards and through leading business media channels.  Key goals of the program are to enhance 

global awareness of these companies and to enable more informed investment decisions by investors that are 

interested in "hot" Israeli hi-tech and healthcare companies. The terms of the program are governed by the agreement 

that we signed with the TASE and the Israel Securities Authority (ISA) regulator. 

 

 

  

 

 

Some of the companies we cover 
 

 
 

 
 
 

  

For further inquiries, please 
contact our lead analyst. 
 

Kobi Hazan 
T:  +972 (0) 9 950 2888 
E: equity.research@frost.com 

 

http://www.frost.com/
http://www.frost.com/equityresearch
mailto:equity.research@frost.com
mailto:equity.research@frost.com
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Disclaimers, disclosures, and insights for more responsible investment decisions 

Definitions: "Frost & Sullivan" – A company registered in California, USA with branches and subsidiaries in other regions, including in Israel, and including any 
other relevant Frost & Sullivan entities, such as Frost & Sullivan Research & Consulting Ltd. ("FSRC"), a wholly owned subsidiary of Frost & Sullivan that is 
registered in Israel – as applicable. "The Company" or "Participant" – The company that is analyzed in a report and participates in the TASE 
Scheme; "Report", "Research Note" or "Analysis"  –  The content, or any part thereof where applicable, contained in a document such as a Research Note 
and/or any other previous or later document authored by "Frost & Sullivan", regardless if it has been authored in the frame of the "Analysis Program", if 
included in the database at www.frost.com and regardless of the Analysis format-online, a digital file or hard copy; "Invest", "Investment" or "Investment 
decision" – Any decision and/or a recommendation to Buy, Hold or Sell any security of The Company. 

The purpose of the Report is to enable a more informed investment decision. Yet, nothing in a Report shall constitute a recommendation or solicitation to 
make any Investment Decision, so Frost & Sullivan takes no responsibility and shall not be deemed responsible for any specific decision, including an 
Investment Decision, and will not be liable for any actual, consequential, or punitive damages directly or indirectly related to The Report. Without derogating 
from the generality of the above, you shall consider the following clarifications, disclosure recommendations, and disclaimers. The Report does not include 
any personal or personalized advice as it cannot consider the particular investment criteria, needs, preferences, priorities, limitations, financial situation, risk 
aversion, and any other particular circumstances and factors that shall impact an investment decision. Nevertheless, according to the Israeli law, this report 
can serve as a raison d’etre off which an individual/entity may make an investment decision. 
Frost & Sullivan makes no warranty nor representation, expressed or implied, as to the completeness and accuracy of the Report at the time of any 
investment decision, and no liability shall attach thereto, considering the following among other reasons: The Report may not include the most updated and 
relevant information from all relevant sources, including later Reports, if any, at the time of the investment decision, so any investment decision shall consider 
these; The Analysis considers data, information and assessments provided by the company and from sources that were published by third parties (however, 
even reliable sources contain unknown errors from time to time); the methodology focused on major known products, activities and target markets of the 
Company that may have a significant impact on its performance as per our discretion, but it may ignore other elements; the Company was not allowed to 
share any insider information; any investment decision must be based on a clear understanding of the technologies, products, business environments, and 
any other drivers and restraints of the company’s performance, regardless if such information is mentioned in the Report or not; an investment decision shall 
consider any relevant updated information, such as the company’s website and reports on Magna;  information and assessments contained in the Report are 
obtained from sources believed by us to be reliable (however, any source may contain unknown errors. All expressions of opinions, forecasts or estimates 
reflect the judgment at the time of writing, based on the Company’s latest financial report, and some additional information (they are subject to change without 
any notice). You shall consider the entire analysis contained in the Reports. No specific part of a Report, including any summary that is provided for 
convenience only, shall serve per se as a basis for any investment decision. In case you perceive a contradiction between any parts of the Report, you shall 
avoid any investment decision before such contradiction is resolved. Frost and Sullivan only produces research that falls under the non-monetary minor 
benefit group in MiFID II. As we do not seek payment from the asset management community and do not have any execution function, you are able to 
continue receiving our research under the new MiFiD II regime. This applies to all forms of transmission, including email, website and financial platforms such 
as Bloomberg and Thomson.  

Risks, valuation, and projections: Any stock price or equity value referred to in The Report may fluctuate. Past performance is not indicative of future 
performance, future returns are not guaranteed, and a loss of original capital may occur. Nothing contained in the Report is or should be relied on as, a 
promise or representation as to the future. The projected financial information is prepared expressly for use herein and is based upon the stated assumptions 
and Frost & Sullivan's analysis of information available at the time that this Report was prepared. There is no representation, warranty, or other assurance 
that any of the projections will be realized. The Report contains forward-looking statements, such as "anticipate", "continue", "estimate", "expect", "may", 
"will", "project", "should", "believe" and similar expressions. Undue reliance should not be placed on the forward-looking statements because there is no 
assurance that they will prove to be correct. Since forward-looking statements address future events and conditions, they involve inherent risks and 
uncertainties. Forward-looking information or statements contain information that is based on assumptions, forecasts of future results, estimates of amounts 
not yet determinable, and therefore involve known and unknown risks, uncertainties and other factors which may cause the actual results to be materially 
different from current projections. Macro level factors that are not directly analyzed in the Report, such as interest rates and exchange rates, any events 
related to the eco-system, clients, suppliers, competitors, regulators, and others may fluctuate at any time. An investment decision must consider the Risks 
described in the Report and any other relevant Reports, if any, including the latest financial reports of the company. R&D activities shall be considered as high 
risk, even if such risks are not specifically discussed in the Report. Any investment decision shall consider the impact of negative and even worst case 
scenarios. Any relevant forward-looking statements as defined in Section 27A of the Securities Act of 1933 and Section 21E the Securities Exchange Act of 
1934 (as amended) are made pursuant to the safe harbor provisions of the Private Securities Litigation Reform Act of 1995. 

TASE Analysis Scheme: The Report is authored by Frost & Sullivan Research & Consulting Ltd. within the framework of the Analysis Scheme of the Tel Aviv 
Stock Exchange ("TASE") regarding the provision of analysis services on companies that participate in the analysis scheme (see details: 
www.tase.co.il/LPages/TechAnalysis/Tase_Analysis_Site/index.html, www.tase.co.il/LPages/InvestorRelations/english/tase-analysis-program.html), an 
agreement that the company has signed with TASE ("The Agreement") and  the regulation and supervision of the Israel Security Authority (ISA). FSRC and 
its lead analyst are licensed by the ISA as investment advisors. Accordingly, the following implications and disclosure requirements shall apply. 

The agreement with the Tel-Aviv Stock Exchange Ltd. regarding participation in the scheme for research analysis of public companies does not and shall not 
constitute an agreement on the part of the Tel-Aviv Stock Exchange Ltd. or the Israel Securities Authority to the content of the Equity Research Notes or to 
the recommendations contained therein. 

As per the Agreement and/or ISA regulations: A summary of the Report shall also be published in Hebrew. In the event of any contradiction, inconsistency, 
discrepancy, ambiguity or variance between the English Report and the Hebrew summary of said Report, the English version shall prevail. The Report shall 
include a description of the Participant and its business activities, which shall inter alia relate to matters such as: shareholders; management; products; 
relevant intellectual property; the business environment in which the Participant operates; the Participant's standing in such an environment including current 
and forecasted trends; a description of past and current financial positions of the Participant; and a forecast regarding future developments and any other 
matter which in the professional view of Frost & Sullivan (as defined below) should be addressed in a research Report (of the nature published) and which 
may affect the decision of a reasonable investor contemplating an investment in the Participant's securities. An equity research abstract shall accompany 
each Equity Research Report, describing the main points addressed. A thorough analysis and discussion will be included in Reports where the investment 
case has materially changed. Short update notes, in which the investment case has not materially changed, will include a summary valuation discussion. 
Subject to the agreement, Frost & Sullivan Research & Consulting Ltd. is entitled to an annual fee to be paid directly by the TASE. The fees shall be in the 
range of 35 to 50 thousand USD per each participant. Each participant shall pay fees for its participation in the Scheme directly to the TASE. 

The named lead analyst and analysts responsible for this Report certify that the views expressed in the Report accurately reflect their personal views about 
the Company and its securities and that no part of their compensation was, is, or will be directly or indirectly related to the specific recommendation or view 
contained in the Report. Neither said analysts nor Frost & Sullivan trade or directly own any securities in the company. 

© 2018 All rights reserved to Frost & Sullivan and Frost & Sullivan Research & Consulting Ltd. Any content, including any documents, may not be published, 
lent, reproduced, quoted or resold without the written permission of the companies.  
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