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Hemostemix Inc. 

MANAGEMENT’S DISCUSSION AND ANALYSIS OF THE RESULTS OF OPERATIONS 
AND FINANCIAL CONDITION 

For the nine months ended September 30, 2016 and 2015 as at November 29, 2016  

Introduction 

The following Management’s Discussion and Analysis (“MD&A”) covers the operations, financial position and operating 

results of Hemostemix Inc. (the “Company” or “HEMOSTEMIX”) for the three and nine months ended September 30, 2016 

and September 30, 2015, and is intended to help readers better understand operations and key financial results, as they are, in 

our opinion, at the date of this report and should be read in conjunction with the unaudited interim consolidated financial 

statements of the Company for the three and nine months ended September 30, 2016 and September 30, 2015 and the 

accompanying notes. These interim condensed consolidated financial statements do not contain all disclosures required by IFRS 

for annual financial statements, and accordingly, should be read in conjunction with the most recently prepared annual financial 

statements for the year ended December 31, 2015. All financial analysis, data and information set out in this MD&A are 

unaudited. The unaudited interim condensed financial statements and MD&A have been reviewed by the Audit Committee of 

the Company and have been approved by its Board of Directors. Additional information relating to the Company is available 

on SEDAR at www.sedar.com as well as the Company’s Web site at www.hemostemix.com. 

These statements are essentially forward-looking and are subject to risks and uncertainties, as described in the “Risks and 

Uncertainties” section, below.  Actual results, levels of activity, performance or achievements could differ materially from those 

projected, discussed or contemplated herein and are dependent upon on a number of factors, including the successful and timely 

completion of research and development initiatives, the uncertainties related to the market acceptance, and the 

commercialization of our products thereafter. 

Consolidation and Presentation 

RTO Transaction 

During 2014, the Company completed a reverse takeover transaction pursuant to which Technical Ventures RX Corp., a public 

company closed a qualifying transaction with Theravitae Inc. and the two parties amalgamated to form a new entity under the 

Business Corporations Act (Alberta) called "Hemostemix Inc.". The TSX Venture Exchange (“TSX-V”) accepted the filing of 

the Company’s Qualifying Transaction effective November 27, 2014, resulting in the shares of the Company beginning to trade 

on the TSX-V under the symbol “HEM”. 

Pursuant to the transaction all outstanding Technical Ventures RX Corp. securities were exchanged for securities on the new 

entity on a one for five basis; and all outstanding Theravitae Inc. securities were exchanged on a one for ten basis.  

The unaudited interim consolidated financial statements of the Company comprise the accounts of Hemostemix Inc., (formerly 

Theravitae Inc.) Hemostemix Ltd, and Kwalata Trading, the Company’s wholly-owned subsidiaries.  Hemostemix Inc. was 

incorporated on May 6, 2006 under the provisions of the Canada Business Corporations Act with its current head office located 

at Suite 730, 1015 - 4 Street SW, Calgary, Alberta T2R 1J4.  Hemostemix Ltd. was incorporated on June 20, 2011 in Israel and 

Kwalata Limited (“Kwalata”) was incorporated on November 1, 2007 in Cyprus.  
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The unaudited interim condensed consolidated financial statements are presented in Canadian dollars, which is the Company's 

functional and presentation currency. Each subsidiary determines its own functional currency and items included in the financial 

statements of each entity are measured using that functional currency. The functional currency of the subsidiaries is Canadian 

dollars. Transactions denominated in foreign currency (other than the functional currency) are recorded on initial recognition 

at the exchange rate at the date of the transaction. After initial recognition, monetary assets and liabilities denominated in foreign 

currency are translated at the end of each reporting period into the functional currency at the exchange rate at that date. Exchange 

differences, other than those capitalized to qualifying assets or recorded in equity in hedging transactions, are recognized in 

profit or loss. Non-monetary assets and liabilities measured at cost in a foreign currency are translated at the exchange rate at 

the date of the transaction. Non-monetary assets and liabilities denominated in foreign currency and measured at fair value are 

translated into the functional currency using the exchange rate prevailing at the date when the fair value was determined.  

SELECTED FINANCIAL INFORMATION FOR THE NINE MONTHS ENDED SEPTEMBER 30 2016 AND 2015 

The following table provides selected consolidated financial information for the Company as at and for the nine months ended 

September 30, 2016 and September 30, 2015. 

  
  

As at September 30, 2016 
Total $ 

As at September 30, 2015 
Total $ 

 
Current assets 230,005 1,013,166 

Total assets 393,485 1,207,518 

Total liabilities 2,580,145 517,948 
  
  

Nine months ended September 30, 2016 
Total $ 

Nine months ended September 30, 2015 
Total $ 

Total expenses 2,910,020 2,802,233 

Net and comprehensive loss (2,926,347) (2,821,706) 

Basic and diluted loss per share  (0.04) (0.04) 

MANAGEMENT’S DISCUSSION AND ANALYSIS OF THE RESULTS OF OPERATIONS AND FINANCIAL 

CONDITION 

The following MD&A of the results of operations and financial condition of the Company are based on and derived from and 

should be read in conjunction with the unaudited interim condensed consolidated financial statements and notes to the financial 

statements for the three and nine months ended September 30, 2016 and 2015.         

Caution regarding forward-looking statements  

This MD&A contains certain forward-looking information and forward-looking statements, as defined in applicable securities 

laws (collectively referred to herein as “forward-looking statements”).  These statements relate to future events or the 

Company’s future performance.  All statements other than statements of historical fact are forward-looking statements.  Often, 

but not always, forward-looking statements can be identified by the use of words such as “plans”, “expects”, “is expected”, 

“budget”, “scheduled”, “estimates”, “continues”, “forecasts”, “projects”, “predicts”, “intends”, “anticipates” or “believes”, or 

variations of, or the negatives of, such words and phrases, or state that certain actions, events or results “may”, “could”, “would”, 

“should”, “might” or “will” be taken, occur or be achieved. Forward-looking statements involve known and unknown risks, 
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uncertainties and other factors that may cause actual results to differ materially from those anticipated in such forward-looking 

statements. The forward-looking statements in this MD&A speak only as of the date of this MD&A or as of the date specified 

in such statement. Specifically, this MD&A includes, but is not limited to, forward-looking statements regarding: the 

Company’s goal of creating shareholder value; its ability to meet its operating costs for the fiscal year ended December 31, 

2016; the plans, costs, and timing for future research and development of the Company’s stem cell technologies, including the 

costs and potential impact of complying with existing and proposed laws and regulations and clinical trials; management’s 

outlook regarding future trends; sensitivity analysis on financial instruments that may vary from amounts disclosed; prices and 

price volatility the Company’s products; and general business and economic conditions. 

By their nature forward-looking statements are subject to known and unknown risks, uncertainties, and other factors which may 

cause actual results, events or developments to be materially different from any future results, events or developments expressed 

or implied by such forward-looking statements. Such factors include, among other things, the Company’s stage of development, 

long-term capital requirements and future ability to fund operations, future developments in the Company’s markets and the 

markets in which it expects to compete, risks associated with its strategic alliances and the impact of entering new markets on 

the Company’s operations. Each factor should be considered carefully and readers are cautioned not to place undue reliance on 

such forward-looking statements.  See “Risk Factors.” 

The Company disclaims any intention or obligation to update or revise these forward-looking statements, resulting from new 

information, future events or otherwise, except as may be required by law. 

History 

 

Hemostemix commenced operations in 2006 as a clinical stage biotechnology company with a patented technology and whose 

principal business is to develop, manufacture and commercialize blood-derived cell therapies to treat various diseases not 

adequately addressed by current therapies. It was granted the Technology Pioneer Award by the World Economic Forum in 

2006. 

 

Hemostemix conducts operations through its wholly owned subsidiary, Hemostemix Ltd., in Israel, which is primarily its R&D 

and manufacturing site. Hemostemix Ltd. develops cell therapy products from the patient’s own blood, a relatively low-risk, 

cost-effective and non-invasive source of therapeutic cells. 

 

The Company completed corporate and operational activities over the past three years and in the current period as follows:  

 

a) completion of financings sufficient to support research and development, prepare the launch of the phase 2 

clinical trial for critical limb ischemia (“CLI”), and the pursuit of additional patents;  

 

b) incorporation of Hemostemix, including the establishment of a GMP-compliant manufacturing facility;  

  

c) continuing to file, maintain, and pursue, its patent portfolio, which lead to the granting of 50 patents in 

various jurisdictions during this period; 

 

d) execution of arrangement and completion of a going public transaction; 
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e) began trading as Hemostemix Inc.(TSXV:HEM) on  the TSX Venture Exchange in November 2014; 
 

f)       Began trading as Hemostemix Inc. (OTCQX:HMTXF) on the OTCQX Exchange in December 2015; and 

 

g)       Added key management personnel in 2015 and during the nine months ended September 30, 2016. 

 

h)        On September 2, 2016 closed a private placement offering of secured debentures and promissory  notes for   
      aggregate gross proceeds of $1,644,000 

While Hemostemix corporate head office is in Calgary, Alberta, the Company also has a fully equipped 2,200 square foot 

research and manufacturing facility in Ness Ziona, Israel. This facility can supply product for clinical trials while Hemostemix 

evaluates its manufacturing options as demand for product increases. The facility also provides important product development 

support for submissions to regulatory agencies and develops new technologies to enrich the Hemostemix product pipeline.  The 

facility is equipped with a clean room and equipment necessary to conduct the proprietary process of manufacturing outlined in 

its intellectual property and both disclosed to and approved by Health Canada and the FDA for the purposes of providing the 

product for Hemostemix’  phase 2 clinical trial. 

 

Hemostemix continues to explore the viability of outsourcing the manufacture of its clinical product in certain circumstances. 

The Company is also looking to establish additional manufacturing capabilities. 

 

Hemostemix has five families of patents related to its products and manufacturing processes. The intellectual property of the 

company broadly covers synergetic cell populations and angiogenic cell precursors (ACPs, including the lead cell product ACP-

01), bone cell precursors (BCPs), myocardial cell precursors (MCPs), and neural cell precursors (NCPs). 

 

Hemostemix, has a non-exclusive license agreement with AIM, a Tampa, Florida based company for the treatment of patients 

in Bahamas and Panama. AIM reported that they used products manufactured under the Hemostemix license in a few individual 

patients. 

 

Hemostemix Mission Statement  

 

Hemostemix is a clinical-stage company developing and commercializing therapies for the treatment of serious medical 

conditions, including CLI, that are not adequately addressed by current treatments.  

 

Outlook and Growth Strategy 

Hemostemix started to enroll patients in a prospective, international, multi-center, placebo-controlled, double blind, clinical 

phase II trial in Canada and in South Africa in 2014. 

 

The primary product in development, which consumes most of the Company’s initial focus and development resources, is “ACP-

01”.  ACP-01 is an innovative, proprietary, autologous, blood-derived cell product.  Hemostemix’ prospective, randomized, 

placebo-controlled, double blind phase 2 clinical trials to confirm the safety and efficacy of ACP-01is currently enrolling patients 

in two centers in Canada and in four centers in South Africa. The clinical trial will enroll approximately 95 patients who will be 

followed for a minimum period of six months.   
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In August 2015 Hemostemix received clearance from the FDA to expand its clinical trial activities to the United States.  

Hemostemix has started the necessary preparations to enroll participants in centers in the United States. In December 2015 

Hemostemix announced that it is in discussions with leading U.S. medical centers, such as the Houston Methodist DeBakey 

Heart & Vascular Center, University of California Davis Vascular Center, Ronald Reagan UCLA Medical Center, Temple 

University, Malcom Randall Veterans Affairs Medical Center, and Yale University. The terms of contractual agreements were 

being negotiated with some of these sites, and several sites were in the process of submitting study documents to their respective 

institutional review boards. In April 2016 Hemostemix announced that it had received IRB approval from the Houston 

Methodist Hospital Research Institute and the University of California Los Angeles. 

 

 

Based on Hemostemix’ current projections, recruitment of patients into the trial will continue through 2017. However, the 

continuation of patient enrollment depends on Hemostemix ability to raise sufficient funds to treat and follow these patients.  If 

enrollment into the clinical trial can resume, an interim analysis is planned after 42 patients have received treatment (or placebo) 

and sufficient follow-up information is available. In addition to its ongoing phase 2 multicenter trials, Hemostemix is planning 

supporting preclinical experiments and a small open label clinical trial using high resolution imaging to demonstrate that ACP-

01 improves microcirculation. If these studies are completed successfully, Hemostemix will progress its lead development 

product, ACP-01, into a global pivotal phase 3 clinical development program.  

 

Hemostemix initially retained a clinical research organization ("CRO") to manage most aspects of the phase 2 clinical trial of 

ACP-01 for CLI. The CRO terminated its agreement with Hemostemix in June. As a result, Hemostemix has placed a 

temporary hold on enrollment for its phase 2 clinical trials in Canada and South Africa but continues to evaluate alternative 

options for patient trials in various jurisdictions.  In August, Hemostemix confirmed that it is late stage discussions to open 

clinical trial activities in former Eastern Bloc countries with large numbers of eligible patients that could further reduce its 

operating costs.  

 

Hemostemix may expand its manufacturing capacity using its own resources or a contract manufacturer. To achieve commercial 

production of its lead product, ACP-01 for CLI, Hemostemix is required to obtain regulatory approval in each respective country 

it intends to market ACP-01. Management of Hemostemix believes it may be possible to achieve this in a few jurisdictions on 

the strength of positive phase 2 data, but in most jurisdictions, clinical data from a phase 3 clinical trial will be required to 

obtain such approval. While focusing on developing ACP-01 through the clinical trial process in the US and in Europe 

Hemostemix will seek early commercialization alone or with partners in countries having a suitable regulatory framework. 

Hemostemix anticipates that ACP-01 may have broader applications across a variety of circulatory diseases where blood flow 

is impaired. Once proof of concept data is available from its clinical trials in CLI, Hemostemix anticipates that ACP-01 can be 

developed for a variety of cardiovascular diseases, either by Hemostemix alone or with partners. 
 

While the focus of its activities is its lead product, ACP-01, Hemostemix is planning to further advance its other proprietary 

cell products, i.e., BCPs, MCPs, and NCPs, through experimental, non-human testing towards first use in humans. For these 

products, first use in humans is currently not planned before 2017. 
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The development of its platform technology products in different regions of the world and across different indications will be 

done directly and/or through licensees or partners. 

 

Hemostemix does not currently distribute any commercial products or provide any commercial services in any markets. 

Hemostemix does not generate commercial revenue at this time. Hemostemix has one licensee, AIM, based in Florida, USA, 

which markets the treatment it has licensed from Hemostemix to treat patients in the Bahamas under Bahamian government 

supervision and has received clearance to treat these patients within a clinical trial. AIM had very limited operations to date, as 

noted above and Hemostemix has not received any revenue from AIM. 

 

In July 2015, the Company announced that it is forming a strategic alliance with Hemostemix Asia, Inc. ("HEMA"), a private, 

Independent company based in Taipei, Taiwan. The agreement covered a manufacturing and commercial license to HEMA of 

the Hemostemix ACP-01 technology for treating critical limb ischemia (CLI) patients in Taiwan, China, and South Korea. 

HEMA intended to fund and contribute up to 20 participants from three to five clinical sites in Taiwan to the ongoing 

Hemostemix phase-2 clinical trial for treating CLI. HEMA will also establish a manufacturing hub in Taiwan to serve the Asian 

market upon successful commercialization of ACP-01. As part of the licensing agreement, Hemostemix was to be an equity 

partner with 35% ownership in HEMA. The agreement was completed in September, 2015. These obligations where not met 

as required.  Subsequent to the end of the period, the Company voided the HEMA agreement. The Company’s progress and 

commercial viability is not at all dependent, on its agreement with HEMA.  Nevertheless, the Company has received a legal 

claim from HEMA which it is now evaluating in terms of its merit.  

 

Marketplace overview 

 

Hemostemix does not currently sell any products or services. When approved, Hemostemix intends to sell its products into the 

healthcare markets for the treatment of specific conditions or diseases.  This will be done directly and/or through licensees or 

partners. Hemostemix plans to distribute its product globally where it, or its partners, licensees, or distributors, obtain regulatory 

clearance to do so.  Hemostemix is pursuing partnerships, licenses, and financing as appropriate to advance the development 

and commercialization of ACP-01 and other products in its pipeline. In addition to focusing on its phase 2 trials, Hemostemix 

is engaged in identifying partners for commercialization of its lead product in countries having a regulatory framework which 

may permit ACP-01 being brought to market in a shorter term.  

 

Hemostemix operates within the emerging industry of regenerative medicine. If Hemostemix products are launched 

commercially, the market will be physicians and their patients. Market acceptance is anticipated to be a function Hemostemix 

product advantages including safety, efficacy and cost.  

The human clinical testing and commercial distribution of Hemostemix’ products are strictly regulated by regulatory authorities 

with some harmonization of regulatory controls within the European Union and between the European Union and other countries 

including the United States. 
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Marketing Plans and Strategies  

 

Hemostemix intends to sell its products into healthcare markets for the treatment of specific conditions once regulatory approval 

is obtained. This will be done directly and/or through licensees or partners.  Hemostemix intends to distribute its product globally 

where it, or its partners, licensees, or distributors, obtain regulatory clearance to do so. At the time of this filing, the sale of its 

products without further clinical testing, either direct or through other parties, is not part of Hemostemix’ current business 

objectives for the purposes of this filing. 

 

As noted above, Hemostemix, through its wholly-owned subsidiary, Kwalata, has one licensee, AIM, which markets the 

treatment it has licensed from Hemostemix to treat patients in a clinical trial in the Bahamas under Bahamian government 

supervision as well as in the Republic of Panama.  Management of Hemostemix does not believe AIM’s operation or the status 

of the license agreement is material to Hemostemix current operations. 

 

Competition  

 

There is currently no approved same-class competition for Hemostemix lead product, ACP-01. Medical alternatives are primarily 

focused around surgical intervention, including bypass surgery, angioplasty and stenting. In approximately 25% of the patients, 

none of the above noted alternatives mentioned are effective and the only option left for those patients is amputation of the 

diseased limb.  

 

A small number of companies are pursuing the development of and clinical testing of cell based and other regenerative medicine 

products which could be considered same-class competitors.   

 
Events, News and Milestones during the nine months ended September 30, 2016 

1. January 21, 2016 - Hemostemix  Presents at Phacilitate Cell & Gene Therapy World 2016 

Hemostemix announced that Dr. Elmar Burchardt, the Company’s president and CEO, was an invited speaker at Phacilitate 

Cell & Gene Therapy World 2016 held January 25th to 27th in Washington, D.C. Dr. Burchardt presented “Developing a Cell 

Therapy for Critical Limb Ischemia (CLI): A Few Potholes from the Past and Navigating the Road Ahead,” which focuses on 

the Hemostemix lead product ACP-01 and its international, multicenter, phase-2 clinical trial for patients with CLI. 

2. January 21, 2016 -  Hemostemix Company Information Now Available Through S&P Capital IQ Corporation 

Records Program  

Hemostemix announced that its company information would be made available via the S&P Capital IQ Corporation Records 

Listing Program. As part of the program, a full description of Hemostemix will be published in the daily news section of 

Standard & Poor’s Corporation Records, a recognized securities manual for secondary trading in up to 38 states under the Blue 

Sky Laws. S&P Capital IQ Corporation Records. 

 

3. March 28, 2016 - Hemostemix Appoints Hardean E. Achneck, M.D. as Chief Medical Officer 

 

Hemostemix announced the promotion of Hardean E. Achneck, M.D., to the position of Chief Medical Officer. As Chief 

Medical Officer, Dr. Achneck will lead and implement the company's multinational clinical research programs and oversee all 

medical affairs activities. 
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Dr. Achneck is a graduate of Yale College and the Yale School of Medicine. He was formerly an Assistant Professor of Surgery 

and Pathology at the Duke University School of Medicine and Cardiovascular and Metabolic Disorders at Duke-National 

University of Singapore, Singapore. Dr. Achneck brings over a decade of clinical research experience across various therapeutic 

areas to the position of Chief Medical Officer. Prior to this promotion, he served Hemostemix as Vice President of 

Clinical Research and Operations.  (Dr. Achneck subsequently resigned from his position on August 9, 2016.  See Subsequent 

Events and News). 

 

4. March 31, 2016 -  Hemostemix Appoints Robert Achtymichuk as Vice President, Business Development  

 

Hemostemix announced the appointment of Robert Achtymichuk as its new Vice President, Business Development.  In this 

role, Robert was expected to lead all business development initiatives, including partner and investor engagement and 

collaborate with the senior leadership team to develop and execute strategies that drive continued growth to ensure the company 

continues to evolve and generate value for its shareholders.  (Mr. Achtymichuk subsequently resigned from his position on 

August 10, 2016.  See Subsequent Events and News). 

 

5. April 18, 2016 - Hemostemix Receives IRB Approval from the Houston Methodist Hospital Research Institute    

and the University of California Los Angeles  

The Company announced the approval of its lead product ACP-01 for CLI for use in the company’s Phase 2 clinical trial by 

the Institutions Review Boards of the Houston Methodist Hospital Research Institute and University of California Los Angeles.  

Hemostemix previously received clearance of its investigational new drug application for its double blind placebo controlled 

study to assess blood-derived autologous angiogenic cell precursor therapy in patients with critical limb ischemia from the 

FDA. Under FDA regulations, Institutions Review Boards (IRBs) are required to review all human subjects’ research to ensure 

that the rights and welfare of human subjects are protected at all times. To accomplish this purpose, IRBs are comprised of 

physicians and research administrators with the authority to approve, require modifications to or disapprove research. The 

Hemostemix research study and all pertinent study related materials were critically examined by the two IRBs and approved 

without any modifications. 

 

6. April 21, 2016 – Hemostemix Announces Non Brokered Private Placement 

The Company announced it intended to undertake a non-brokered private placement offering which will consist of the issuance 

of up to 12,500,000 units at a price of $0.40 per Unit, for aggregate maximum gross proceeds of up to CDN $5,000,000. There 

is no minimum amount to be raised. Each Unit shall consist of one common share of the Company and one non-transferable 

share purchase warrant. Each warrant will entitle the holder thereof to acquire one additional Common Share at an exercise of 

$0.60 per warrant, exercisable for a period of twenty-four months from the closing of the offering. The terms of this offering 

were subsequently amended.  

 
7. May 20, 2016 – Hemostemix Announces Resignations 

 
The Company announced the resignations of Bill Baker and Jim Brown as directors of the Corporation. Mr. Baker retired as 

Chairman effective April 15, 2016 and the Board unanimously elected Victor Redekop, CA, a current director and founding 
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shareholder of the Corporation, as Chairman. These resignations provide the Corporation the opportunity to seek new Board 

members to strengthen the biotech industry presence on the Board. 

 

8. June 28, 2016 – Hemostemix Announces Corporate Updates 
 

The Company announced that Criterium Inc., a global contract research organization ("Criterium"), has notified Hemostemix 

that it has terminated the master services agreement dated June 7, 2014 relating to clinical research services ("CRO 

Agreement").  As a result, Hemostemix is placing a temporary hold on enrollment for its phase 2 clinical trials in Canada and 

South Africa. With the termination of the CRO Agreement, Criterium will no longer be providing any services for the 

Hemostemix phase 2 clinical trials, including, any further monitoring visits. Hemostemix is currently evaluating its options as 

to how it will continue with the clinical trials and to ensure patient follow up. In the interim, Hemostemix has made the decision 

to temporarily cease enrolling any new patients into the trial.  

 

9.  August 9, 2016 - Hemostemix announces resignations 

 
 The Company announced the resignations of David Wood as a director and Dr. Hardean Achneck as an officer of the Company.  

 
10.  August 9, 2016 - Hemostemix Announces Adoption of Advance Notice By‐Law 

 
The Company  announced that its board of directors (the “Board”) has approved and adopted amendments to the Company’s 

By‐Laws, including introducing an advance notice requirement in connection with shareholders intending to nominate 

directors in certain circumstances (the “By‐Law Amendments”). In particular, the By‐Law Amendments set forth a procedure 

requiring advance notice to the Company by any shareholder who intends to nominate any person for election as director of 

the Company other than pursuant to (i) a requisition of a meeting made pursuant to the provisions of the ABCA, or (ii) a 

shareholder proposal made pursuant to the provisions of the ABCA. Among other things, the By‐Law Amendments set a 

deadline by which such shareholders must notify the Company in writing of an intention to nominate directors prior to any 

meeting of shareholders at which directors are to be elected and set forth the information that the shareholder must include in 

the notice for it to be valid. 

 

11. August 11, 2016 – Hemostemix raises $1,610,000 
 

The Company announced that, due to investor feedback, the Company is amending the terms of the offering of units announced 

in the Company's press release dated April 21, 2016 and instead will complete a non-brokered private placement consisting of 

a combination of convertible senior secured debentures and unsecured promissory notes for gross proceeds of $1,610,000.  

The Company received loans totaling CDN$1,610,000 from several parties, including current and former insiders of the 

Company, to fund its ongoing working capital requirements. The loans are unsecured, bear no interest, and are repayable with 

no penalty on or before the date which is 12 months from the date of issuance. As $430,000 of the Notes are loans from 

insiders, the Insider Loan constitutes a "related party transaction". 

The Offering remains subject to the approval of the TSX-V and all securities issued under the Offering shall be subject to a 

four month hold period from the date of issue.  
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12. August 11, 2016 – Board Update  
 
The Company also announced the appointment of Robert J. Bard and Angus Jenkins to its board of directors, subject to 

customary TSX-V approval. As Managing Director of HealthCare Technologies Consultants LLC, Mr. Bard brings more than 

40 years of hands-on experience in pharmaceuticals, biotechnology and medical devices. Throughout his career, Mr. Bard has 

held senior/executive level positions in regulatory, Legal, Compliance, Quality Systems, Clinical Affairs and Operations with 

global medical products companies. Mr. Bard is a seasoned International GxP Compliance Officer and he has provided GxP 

training domestically and internationally, with site gap analysis and support during Agency inspections. From 2013 until 2016, 

Mr. Jenkins ran his own private oilfield services company. From 2012 to 2013 Mr. Jenkins was employed by Poseidon 

Concepts. Mr. Jenkins joined the senior Management team at Poseidon in 2013 to help grow the company's services through 

the addition of new service lines to complement the company's primary business in water storage. Prior thereto, Mr. Jenkins 

was an officer with Torquay Oil Corp. from 2010 until 2012. Prior to joining Torquay, Mr. Jenkins held roles at a number of 

oil and gas exploration companies including Burlington Resources, Crescent Point Energy and Black Goose Holdings. Mr. 

Jenkins holds a Bachelor of Applied Science degree in Petroleum Engineering from the University of Alberta.  

The Company also announced it has accepted the resignation of Robert Achtymichuk as VP of Business Development effective 

August 10, 2016. 

 

13. August 22, 2016 – Dissident Group Launches Proxy Contest 
 

In Calgary, Alberta on August 22, 2016, a group of Company shareholders announced that they intend to propose resolutions 

for shareholder approval at the Company’s annual general and special meeting of shareholders held on September 8, 2016 to 

(i) fix the number of directors on the Company’s board of directors at four, as opposed to the number of five proposed in the 

information circular of the Company dated August 8, 2016; (ii) elect four directors, including Jed Wood and three additional 

new independent directors, to the board. 

 

14. August 29, 2016 – Hemostemix Issues Letter to Shareholders in Response to Dissident Group and Urges 
Shareholders to Vote their WHITE Proxy 
 

The Company issued a detailed and comprehensive letter to shareholders with a number of key points to address the proxy 

contest by dissident shareholders.  In addition, the Company warns shareholders the dissident nominees will put their investment 

at risk.  The Company encourages shareholders to vote their WHITE proxy FOR the current experienced board with a proven 

plan to create value.  The Company letter to shareholders highlights the benefits of voting in favour of the current experienced, 

trusted board and encourages shareholders to vote their WHITE proxy to stay the course. The letter confirms that the dissidents’ 

proposed changes to the board are not in the best interests of all shareholders.   Hemostemix engaged Norton Rose Fulbright 

Canada LLP as their legal advisor and Kingsdale Shareholder Services as their strategic advisor and proxy solicitation agent.   

 

15. August 29, 2016 – Hemostemix Voids Taiwanese Agreement  

The Company announced that it has voided a strategic alliance agreement with Hemostemix Asia, Inc. (“HEMA”), a private, 

independent company based in Taipei, Taiwan.  

The agreement covered a manufacturing and commercial license of the Hemostemix ACP-01 technology to HEMA for treating 

critical limb ischemia (CLI) patients in Taiwan, China, and South Korea. According to the agreement, HEMA was supposed to 

raise US$5 million toward the implementation of their business plan and contribute up to 20 participants from three to five 
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clinical sites in Taiwan to the ongoing Hemostemix phase-2 clinical trial for treating CLI. The agreement further designated 

Hemostemix as an equity partner with 35% ownership in HEMA.  These obligations where not met as required.   

The Company’s progress and commercial viability is not at all dependent, on its agreement with HEMA. 

(Hemostemix Inc. and Hemostemix Asia, Inc. are separate, unrelated, independent companies even though they have similar 

names.) 

16. September 2, 2016: - Hemostemix announces private placement offering for $1,644,000 

The Company announced it has closed its private placement offering of secured debentures and promissory notes for aggregate 

gross proceeds of $1,644,000, representing an over-subscription of $34,000 from the amount originally disclosed in the 

Company’s August 11, 2016 news release. The Offering consisted of a $1 million convertible senior secured debenture from 

an arm's‐length party and $644,000 of unsecured convertible promissory notes including $464,000 advanced from current 

insiders of the Company. The terms of the Notes were amended to include a conversion feature allowing the holder to convert 

the Notes into common shares at a conversion price of 16 cents per common share. The Notes bear no interest unless there is a 

change of control, in which case the interest rate becomes 10%, and is repayable with no penalty on or before the date which is 

12 months from the date of issuance. The Debenture has been secured by a general security agreement, bears no interest, matures 

three years from the date hereof, and is convertible into units of the Company at a conversion price of 16 cents per unit. Each 

unit consists of one common share and one‐half common share purchase warrant, with each whole warrant entitling the holder 

to acquire one additional common share for 30 cents within 36 months from the date of issue. The Company may prepay the 

Debenture, in whole or in part, at any time without penalty. The Debenture also contains customary change of control provisions, 

including acceleration of the maturity date and increased interest rate to 10% in the event of a change of control.  

 

17.  September 9, 2016, Calgary, Alberta – Hemostemix announces the results from its 2016 Annual and Special 

Meeting of Shareholders.  

At the meeting, the shareholders approved fixing the number of directors at four, elected the following to serve as board 

members until the next annual election of directors: Robert J. Bard, Robert L. Buckler, Angus Jenkins, and Victor Redekop, 

and approved the appointment of MNP LLP, as the Company's auditor for the ensuing year. In addition, the rolling Stock 

Option Plan, the Advanced Notice By-law and the Enhanced Quorum By-law were approved. 

 

18. Hemostemix Announces Successful Re-Certification of its Israeli Manufacturing Facility  

The Company announced today that it has successfully completed the annual re-certification of its Israeli manufacturing site 

and lab facility. The re-certification complies with the cGMP standards for manufacturing of biological products for use in 

humans and fulfills the requirements of the US-FDA and other international health authorities.  

 

19. September 22, 2016, Toronto, Ontario - Hemostemix announced a non-brokered private placement of 

subordinated secured convertible debenture 

Hemostemix announced a non- brokered private placement of subordinated secured debt for gross proceeds of up to $500,000.  

The Debentures will have a term of two years from the date of issue and will bear interest at a rate of 6% per annum, payable 

semi-annually, which subject to regulatory approval may be at the option of the Company be paid in common shares at the 

prevailing market price at the date of issuance. The Debentures will be secured against all of the assets and personal property 

of the Company with the principal and any unpaid interest convertible at the holder’s option at any time prior to maturity into 

common shares of the Company at a conversion price of CDN$0.30 per common share.  
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The Company may redeem the Debentures any time prior to the maturity date, in whole or in part, and from time to time without 

bonus or penalty, upon required prior notice at a redemption price equal to their principal amount plus accrued and unpaid 

interest. The Debenture also contains customary change of control provisions, including acceleration of the maturity date and 

increased interest rate to 10 per cent in the event of a change of control. The Private Placement subsequently expired without 

closing. 

 

RESULTS OF OPERATIONS 

 
Nine months Nine months    Dollar    Percentage 

ended ended Increase Increase
Sept 30, 2016 Sept 30, 2015 (decrease) (decrease)

Research and development salaries and related benefits 528,886            477,186            51,700        11%

Research and development consulting fees 352,283            532,452            (180,169)     -34%

Research and development expenses -                       77,947              (77,947)      -100%

Consultant fees 796,839            825,367            (28,528)      -3%

Lease and office maintenance 422,332            392,564            29,768        8%

Professional fees 641,892            386,065            255,827      66%

Travel expenses 90,049              104,270            (14,221)      -14%

Depreciation 28,912              27,194              1,718         6%

Foreign exchange loss (gain) 26,474              (22,879)            49,353        216%

 Accretion expense 19,058              -                       19,058        100%

Finance expenses 3,295                2,067                1,228         59%

Net and comprehensive loss for the period before 
taxes

(2,910,020)       (2,802,233)       (107,787)     4%

Income tax expense 16,327              19,473              (3,146)        -16%

Net and comprehensive loss for the period (2,926,347)       (2,821,706)       (104,641)     4%

  

 

Analysis of expenses 

Research and development salaries and related benefits for the nine months ended September 30, 2016 were $528,886 

compared to $477,186 for the nine months ended September 30, 2015, an increase of $51,700 or 11%. During 2016 the 

Company continued to grow its R&D team in order to support additional work including the research and development activity 

primarily related to the increase in clinical trial patients. The larger R&D team in 2016 explains the increase in salaries and 

benefits compared to the same period in 2015. 

Research and development consulting fees for the nine months ended September 30, 2016 were $352,283 compared to 

$532,452 for the nine months ended September 30, 2015, a decrease of $180,169 or 34%. This decrease resulted from the 

termination of the Company’s clinical research organization, the temporary postponement of clinical trials and the reduced 

activity throughout 2016 by this organization.  The Company is now evaluating various alternatives for continuing clinical trials 

with several trial sites and different operational process that can result in significant cost savings for future patient trials. 
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Research and development expenses for the nine months ended September 30, 2016 were $Nil compared to $77,947 for the 

nine months ended September 30, 2015.This decrease relates to various out of pocket costs from clinical research that were not 

incurred in  2016 primarily due to the limited activity of the Company’s clinical research organization. 

Consultant fees for the nine months ended September 30, 2016 were $796,839 compared to $825,367 for the nine months 

ended September 30, 2015 representing a decrease of $28,528 or 3%.  This decrease is the result of two people active in 

operations for the 9-month period ended September 30, 2015 that were not with the Company during the entire 9 month period 

ended September 30, 2016.  The primary responsibilities of these consultants were shared by other consultants or replaced by 

lower cost alternative help. 

Lease and office maintenance for the nine months ended September 30, 2016 was $422,332 compared to $392,564 for the 

nine months ended September 30, 2015 representing an increase of $29,768 or 8%.  Lease and office maintenance include rent 

for leased space for the labs in Israel, costs for supplies and materials, equipment rental, courier and utilities, communications 

and office administration.  This cost has increased due to because last year, a new lease was signed and the Company had to 

incur some overlap of old and new premises leading to some temporary but redundant costs.  

Professional fees for the nine months ended September 30, 2016 were $641,892 compared to $386,065 for the nine months 

ended September 30, 2015, representing an increase of $255,827 or 66%. This significant increase can be explained by the 

professional fees incurred in Q3, 2016 relating to the proxy contest pertaining to the Annual and Special Shareholders Meeting 

on September 8, 2016. The Company hired Norton Rose Fulbright Canada LLP as their legal counsel and Kingsdale Shareholder 

Services as strategic advisor and proxy solicitation agent to represent in the battle against a group of concerned shareholders 

looking to take over the Board of Directors. In addition, investor communications services increased due to the costs relating 

to the proxy contest held prior to the 2016 Annual Meeting. 

Travel expenses for the nine months ended September 30, 2016 were $90,049 compared to $104,270 for the nine months ended 

September 30, 2015, a decrease of $14,221 or14%. This decrease is due to fewer consultants travelling during the period.  

 

Depreciation was $28,912 for the nine months ended September 30, 2016 compared to $27,194 for the nine months ended 

September 30, 2015, an increase of $1,718 or 6%.  This increase is predominately related to the office furniture and equipment 

additions in the respective periods. 

 

Foreign exchange loss (gain) for the nine months ended September 30, 2016 was a loss of $26,474 compared to a gain of 

$22,879 for the nine months ended September 30, 2015, an increase of $49,353. The loss in the nine months of 2016 relates to 

an unrealized foreign exchange loss on assets denominated in US currency due to the weakening of the US dollar from the 

beginning of 2016. 

 

Accretion expense for the nine months ended September 30, 2016 was $19,058 compared to NIL the same period last year. 

The accretion expense relates to the amortization of the discount taken on convertible promissory notes payable and convertible 

debenture issued on September 2, 2016. 
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Finance expenses for the nine months ended September 30, 2016 was $3,295 compared to $2,067 for the nine months ended 

September 30, 2015, an increase of $1,228. This is related to slightly higher interest charges and fees incurred during the 2016 

compared to the same period in 2015. 

Income taxes expense was $16,326 for the nine months ended September 30, 2016 compared to $19,473 for the nine months 

ended September 30, 2015, a decrease of $3,147 or 16%.  This decrease is related to the tax expenses in Israel operations for 

the period ended September 30, 2016. 

LIQUIDITY AND CAPITAL RESOURCES 

For the nine months ended September 30, 2016, there was a net cash outflow from operating activities of $2,258,707 compared 

to a net cash outflow of $2,701,000 for the nine months ended September 30, 2015, a decrease of $442,292. 

Expressed in tabular form, the decrease in the net cash used for operations is as follows: 

  

 

 

 

 

 

 

 

     

  

 

As at September 30, 2016 the Company had a working capital deficit of $1,730,638 compared to a working capital deficit of 

$17,540 at December 31, 2015, a deficit increase of $1,713,098.  This higher working capital deficit is a result of; 

1) A decrease in cash of $365,239; 

2) A decrease in other receivables and prepaid expenses of $52,624; 

3) An increase in accounts payable and accrued expenses of $608,038 

4)  An increase in income taxes payable of $927;  

5) The issuance of demand notes payable of $175,000;  

6) The issuance of convertible promissory notes payable of $553,949; offset by 

7) An increase in HST receivable of $42,679; 

 

During the nine months ended September 30, 2016 the Company closed a private placement offering of secured debentures 

and promissory notes for aggregate gross proceeds of $1,644,000. The Offering consisted of a $1 million convertible senior 

secured debenture from an arm's‐length party and $644,000 of unsecured convertible promissory notes including $464,000 

Decrease in net loss for the period                              (104,641)

Increase in depreciation of fixed assets                                   1,718 

Increase in accretion expense                                 19,058 

Change in other receivables and prepaid expenses                               145,699 

Change in HST receivable                              (262,262)

Change in accounts payable and accrued liabilities                               628,085 

Change in Income taxes payable                                 14,635 

Decrease in the net cash used for operations                               442,292 
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advanced from current insiders of the Company. The terms of the Notes include a conversion feature allowing the holder to 

convert the Notes into common shares at a conversion price of 16 cents per common share. The Notes bear no interest unless 

there is a change of control, in which case the interest rate becomes 10%, and is repayable with no penalty on or before the 

date which is 12 months from the date of issuance. The proceeds will be used to finance the Company’s ongoing working 

capital requirements. 

Outstanding Share Data 

As at September 30, 2006, the number of outstanding shares was 67,958,119 (December 31, 2015 – 67,098,119).  During the 

nine months ended September 30, 760,000 purchase share options were exercised for proceeds of $76,000.  

As at November 29, 2016 the number of shares outstanding was 67,958,119.  

As at September 30, 2016, the Company had 2,705,000 share purchase options outstanding (December 31, 2015 – 5,305,000).  

During the nine months ended September 30, 2016 760,000 share options were exercised as noted above, and 1,840,000 were 

cancelled during the period. 

As at November 29, 2016, the number of outstanding share purchase options remained at 2,705,000.  

As at September 30, 2016, the Company had 1,885,691 share purchase warrants outstanding (December 31, 2015 – 1,885,691).  

During the nine months ended September 30, 2016 there were no warrants granted or exercised. 

As at November 29, 2016 the number of outstanding warrants remained at 1,885,691.  

SEGMENTED INFORMATION 

The Company had two geographical segments as at and for the nine months ended September 30, 2016 and 2015 respectively, 

comprising head office and general operations of Hemostemix Inc. in Canada and its wholly-owned subsidiary, Hemostemix 

Ltd. in Israel.   

Canada Israel Total Canada Israel Total

Current assets 209,683        20,322          230,005        558,099        149,653        707,752        

Total assets 209,683        183,802        393,485        750,556        456,962        1,207,518     

Total liabilities 2,935,494     115,200        3,050,694     372,056        145,892        517,948        

Depreciation -                28,912          28,912          -                27,194          27,194          

Total expenses 2,080,794     829,226        2,910,020     1,882,954     919,279        2,802,233     

Income tax expense -                16,327          16,327          -                19,473          19,473          

Net and comprehensive 
income (loss) 

2,080,794     845,553        2,926,347     1,882,954     938,752        2,821,706     

Nine months ended September 30, 2016 Nine months ended September 30, 2015
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SUBSEQUENT EVENTS AND NEWS 

October 3, 2016 - Two Additional Patents in the US and in Canada  

Hemostemix, announced that two new patents have been granted in 2016 in the United States and Canada.  

The U.S. Patent and Trademark Office (USPTO) granted patent US 9,404,084 titled “Regulating Stem Cells”. Itis the fourth 

Hemostemix patent issued in the United States. The patent covers a method for generating therapeutic cell products, including 

the company’s lead product ACP-01 and cardiomyocyte –like precursor cells. These precursor cells - which is isolated from a 

simple blood collection - are generated from a core population of cells named “Synergetic Cell Population” (SCP). The 

Hemostemix technology enables proprietary cells, grown from a patient’s blood, to be injected into that same patient’s diseased 

tissue in order to restore its function.  

In addition to its capacity to grow new blood vessels, SCP can, using proprietary cell-culturing techniques, give rise to other 

cell types, such as cardiomyocyte-like and neural-like precursor cell growing SCP into neural –like precursor cells is the scope 

of patent CA 2,632, 836, recently issued in Canada and titled “Production from Blood of Cells of Neural Lineage”.  

 

November 2, 2016 – Early Warning Report Issued  

Dr. Elmar Burchardt, President and Chief Executive Officer of Hemostemix, reports that Lyle Wunderlich, who previously 

acquired ownership of a $1M convertible debenture and $180,000 convertible promissory note on September 2, 2016 has filed 

an early warning report in accordance with National Instrument 62 103. The terms of the Convertible Securities were previously 

disclosed in the Company’s news release issued on September 2, 2016. As a result of the acquisition of the Convertible 

Securities, and assuming conversion in full and exercise of the underlying warrants, Mr. Wunderlich would hold 10,500,000 

Common Shares, representing approximately 13.5% of the issued and outstanding Common Shares after giving effect to such 

conversion. Together with the 2,586,133 Common Shares previously acquired by Mr. Wunderlich, the acquisition of the 

Convertible Securities increases the total number of Common Shares owned or deemed to be owned by Mr. Wunderlich to 

13,086,133, representing approximately 16.2 % of the issued and outstanding common shares of the Company. The securities 

acquired by Mr. Wunderlich are held for investment purposes. In the future, Mr. Wunderlich may increase or decrease his 

respective ownership of securities of the Company from time to time depending upon the business and future market conditions. 

 

October/November, 2016 - The Company received additional proceeds of $325,000 from the issuance of demand notes. 

 

October, 2016 - Two legal claims were filed with the Company.   

 

Currently, management is evaluating the merits and substance of two new legal claims filed with the Company and intends 

to defend them vigorously as required. Both claims are from former management of the Company and are related to persons 

who were included in the dissident proxy fight at the Company’s 2016 Annual General Meeting on September 8, 2016.

  

SIGNIFICANT ACCOUNTING POLICIES 

 

Refer to Note 2 to the audited annual consolidated financial statements for a detailed description of our significant accounting 

policies which have been applied consistently to the September 30, 2016 interim condensed consolidated financial statements. 
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STANDARDS ISSUED BUT NOT YET ADOPTED  

 
The following are not expected to be adopted prior to their effective dates, and are being evaluated to determine their impact 

on the Company. 

 

IFRS 9, Financial Instruments 

IFRS 9 – Financial Instruments was issued by the IASB to establish principles for the financial reporting of financial 

assets and liabilities, including requirements to present certain information relating to the amounts, timing, and uncertainty 

of the entity’s future cash flows. This standard is mandatorily effective from January 1, 2018, with earlier application 

permitted. Management intends to adopt IFRS 9 on its effective date and has not yet determined the potential impact on the 

Company’s consolidated financial statements. 

IFRS 15 - Revenue from Contracts with Customers 

IFRS 15 Revenue from Contracts with Customers is effective for annual periods beginning on or after January 1, 2018, 

and provides new requirements for recognizing revenue. IFRS 15's core principle is for a company to recognize 

revenue to depict the transfer of goods or services to customers in amounts that reflect the consideration to which the 

company expects to be entitled in exchange for those goods or services. IFRS 15 sets out enhanced disclosures about 

revenue, provides guidance for transactions that were not previously addressed comprehensively and improves guidance 

for multiple-element arrangements. The Company intends to adopt the new Standard on its effective date and has yet 

to consider the impact on its financial reporting. 

IFRS 16 – Leases 

IFRS 16 - Leases sets out a new model for lease accounting, replacing IAS 17. IFRS 16 will be effective for accounting periods 

beginning on our after January 1, 2019. Early adoption will be permitted, provided the Company adopts IFRS 15. 

 

RELATED PARTY BALANCES AND TRANSACTIONS 

Related party transactions are conducted on the terms and conditions agreed to by the related parties.  It is the Company’s policy 

to conduct all transactions and settle all balances with related parties on market terms and conditions.   

The following includes all compensation to key management personnel:  

The Company incurred $363,686 in consulting fees to a director and officer and two other officers (one of which is a former 

director) of the Company during the nine months ended September 30, 2016 (September 30, 2015 - $401,915, to a director and 

officer and two officers of the Company). As at September 30, 2016, the Company has $105,302 in accounts payable and 

accrued liabilities owing to these directors and officers (December 31, 2015 - $68,260). 

Proceeds from directors and shareholders in the form of promissory notes payable issued during the nine months ended 

September 30, 2016 amounted to $464,000. (2015 – Nil).   
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DISCLOSURE CONTROLS AND PROCEDURES AND INTERNAL CONTROLS OVER FINANCIAL REPORTING 

Management has established and continues to complement a system of disclosure controls and procedures and internal controls 

over financial reporting.  This system is designed to provide reasonable assurance that material information relating to the issuer 

and its subsidiaries are available and reported to senior management and permits timely decisions regarding public disclosure.  

As of September 30, 2016, the Company’s Chief Executive Officer and Chief Financial Officer have evaluated the effectiveness 

of the design and operation of the Company’s disclosure controls and procedures.  Based on this evaluation, the Chief Executive 

Officer and the Chief Financial Officer have concluded that the Company’s disclosure controls and procedures, as defined in 

Multilateral Instrument 52-109 – Certification of Disclosure in Issuer’s Annual and Interim Filings are effective, except as 

noted below, to ensure that the information required to be disclosed in reports that are filed or submitted under Canadian 

Securities legislation are recorded, processed, summarized and reported within the time period specified in those rules. 

The Company’s disclosure controls and procedures are indicative of many small and growing companies.  Consequently, 

management has identified certain weaknesses that currently exist in the disclosure controls and procedures including, but not 

limited to, the segregation of duties and expertise in specific areas of public disclosure.  The existence of these weaknesses is 

partially compensated for by senior management monitoring these issues, and in the case of complex or extraordinary 

transactions, consulting with external experts to advise management in their analysis and conclusions.   

Throughout the year management continued to address, as required, steps to improve disclosure controls and procedures and 

internal controls over financial reporting. However, no specific changes to disclosure controls and procedures were made during 

the period.  The Company recognizes this is an ongoing and dynamic process and continues to focus on internal controls related 

to financial reporting and disclosure controls and procedures and is committed to further improvements in the future.   

RISKS AND UNCERTAINTIES 

Possible Failure to Realize Anticipated Benefits of the Arrangement 

Hemostemix completed a “going public” transaction by way of a reverse take-over in November 2014, to create a stronger and 

better positioned entity to strengthen their position in the clinical stage biotechnology industry and to create the opportunity 

to realize certain benefits including, among other things, the commercialization of the stem cell industry, increased liquidity, 

greater access to capital markets and increased ability to pursue and the development and acquisition opportunities. Achieving 

the benefits of this transaction depends, in part, on successfully consolidating the operations of Hemostemix in an efficient 

manner. There can be no assurance that, after giving effect to the transaction, Hemostemix will be able to realize the 

anticipated growth opportunities and synergies required to achieve the anticipated benefits. 

Biotech Public Market Risks 

Prospects for companies in the biotechnology industry generally may be regarded as uncertain given the nature of the industry 

and, accordingly, investments in biotechnology companies should be regarded as speculative. Biotechnology research and 

development involves a significant degree of risk. An investor should carefully consider the risks and uncertainties described 

below. The risks and uncertainties described below are not an exhaustive list. Additional risks and uncertainties not presently 

known to Hemostemix or that Hemostemix believes to be immaterial may also adversely affect Hemostemix business. If any 

one or more of the following risks occur, Hemostemix business, financial condition and results of operations could be seriously 

harmed. Further, if Hemostemix fails to meet the expectations of the public market in any given period, the market price of 

Hemostemix Shares could decline. 
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Early Stage Development and Scientific Uncertainty 

Hemostemix products are at an early stage of development. Significant additional investment in research and development, 

product validation, technology transfer to manufacturing, production scale-up, manufacturing, clinical testing, and regulatory 

submissions of such product candidates is required prior to commercialization. There can be no assurance that any such 

products will actually be developed.  The development and regulatory processes may require access to raw materials and 

inputs which may not be available to Hemostemix in sufficient amounts or in a timely fashion to allow Hemostemix to 

complete the development or receive regulatory approval of any product or process. A commitment of substantial time and 

resources is required to conduct research and clinical trials if Hemostemix is to complete the development of any product. It 

is not known whether any of these product or process candidates will meet applicable health regulatory standards and obtain 

required regulatory approvals, or whether such products can be produced in commercial quantities at reasonable costs and be 

successfully marketed, or if Hemostemix 's investment in any such products will be recovered through sales or royalties.  

 

Additional Financing Requirements and Access to Capital 

Hemostemix will require substantial additional funds for further research and development, planned clinical testing, regulatory 

approvals, establishment of manufacturing capabilities and, if necessary, the marketing and sale of its products. Hemostemix 

may attempt to raise additional funds for these purposes through public or private equity or debt financing, collaborations 

with other biopharmaceutical companies and/or from other sources. There can be no assurance that additional funding or 

partnership will be available on terms acceptable to Hemostemix and which would foster successful commercialization of 

Hemostemix products.  

Government Regulations 

Biotechnology and pharmaceutical companies operate in a high-risk regulatory environment. The manufacture and sale of 

animal and human therapeutic products is governed by numerous statutes and regulations in the United States, Canada and 

other countries where Hemostemix intends to market its products. The subject matter of such legislation includes approval of 

manufacturing facilities, controlled research and testing procedures, review and approval of manufacturing, preclinical and 

clinical data prior to marketing approval, as well as regulation of marketing activities, notably advertising and labelling. 

The process of completing clinical testing and obtaining required approvals is likely to take several years and require the 

expenditure of substantial resources. Furthermore, there can be no assurance that the regulators will not require modification 

to any submissions which may result in delays or failure to obtain regulatory approvals. Any delay or failure to obtain 

regulatory approvals could adversely affect the ability of Hemostemix to utilize its technology, thereby adversely affecting 

operations. Further, there can be no assurance that Hemostemix diagnostic product candidates will achieve levels of sensitivity 

and specificity sufficient for regulatory approval or market acceptance, or that its therapeutic product candidates prove to be 

safe and effective in clinical trials, or receive the requisite regulatory approval. There is no assurance that Hemostemix will 

be able to timely and profitably produce its products while complying with all the applicable regulatory requirements. Foreign 

markets, other than the United States and Canada, impose similar restrictions. 

Hazardous Materials and Environmental Matters 

Certain of Hemostemix research and development processes may involve the controlled use of hazardous materials. 

Hemostemix is subject to federal, provincial and local laws and regulations governing the use, manufacture, storage, handling 

and disposal of such materials and certain waste products. Although management of Hemostemix believes that its procedures 
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for handling and disposing of such materials comply with the standards prescribed, the risk of accidental contamination or 

injury from these materials cannot be completely eliminated. In the event of such an accident, Hemostemix could be held 

liable for damages and such liability could exceed the resources of Hemostemix. Hemostemix is not specifically insured with 

respect to this liability. Although management of Hemostemix believes that it currently complies in all material respects with 

applicable environmental laws and regulations, Hemostemix may be required to incur significant costs to comply with 

environmental laws and regulations in the future. Furthermore, there can be no assurance that the operations, business or 

assets of Hemostemix will not be materially adversely affected by current or future environmental laws or regulations. 

 

Patents and Proprietary Technology 

Hemostemix success will depend in part on its ability to obtain, maintain, and enforce patent rights, maintain trade secret 

protection and operate without infringing the proprietary rights of third parties. There can be no assurance that pending patent 

applications will be allowed, that Hemostemix will develop additional proprietary products that are patentable, that issued 

patents will provide Hemostemix with any competitive advantage or will not be challenged by any third parties, or that patents 

of others will not have an adverse effect on the ability of Hemostemix to do business.  

Furthermore, there can be no assurance that others will not independently develop similar products, duplicate any of the 

Hemostemix products, or design around the products patented by Hemostemix. In addition, Hemostemix may be required to 

obtain licenses under patents or other proprietary rights of third parties. No assurance can be given that any licenses required 

under such patents or proprietary rights will be available on terms acceptable to Hemostemix. If Hemostemix does not obtain 

such licenses it could encounter delays in introducing one or more of its products to the market, while it attempts to design 

around such patents, or could find that the development, manufacturing or sale of products requiring such licenses could be 

foreclosed. In addition, Hemostemix could incur substantial costs in defending itself in suits brought against it on such patents 

or in suits where it attempts to enforce its own patents against other parties. 

Until such time, if ever, that patent applications are filed, the ability of Hemostemix to maintain the confidentiality of its 

technology may be crucial to its ultimate possible commercial success. While Hemostemix has adopted procedures designed 

to protect the confidentiality of its technology, no assurance can be given that such arrangements will be effective, that third 

parties will not gain access to Hemostemix trade secrets or disclose the technology, or that Hemostemix can meaningfully 

protect its rights to its trade secrets. 

Dependence on Collaborative Partners, Licensors and Others 

Hemostemix activities will require it to enter into various arrangements with corporate and academic collaborators, licensors, 

licensees and others for the research, development, clinical testing, manufacturing, marketing and commercialization of its 

products. Hemostemix intends to attract corporate partners and enter into additional research collaborations. There can be no 

assurance, however, that Hemostemix will be able to establish such additional collaborations on favorable terms, if at all, or 

that its current or future collaborations will be successful. Failure to attract commercial partners for its products may result in 

Hemostemix incurring substantial clinical testing, manufacturing and commercialization costs prior to realizing any revenue 

from product sales or result in delays or program discontinuance if funds are not available in sufficient quantities. 

If any collaborative partner fails to develop, manufacture, or commercialize successfully any product to which it has rights, 

or any partner’s product to which Hemostemix will have rights, Hemostemix business may be adversely affected. Failure of 

a collaborative partner to continue to participate in any particular program could delay or halt the development or 
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commercialization of products generated from such program. In addition, there can be no assurance that the collaborative 

partners will not pursue other technologies or develop alternative products either alone or in collaboration with others, 

including Hemostemix competitors, as a means for developing treatments for the diseases targeted by Hemostemix programs.  

Furthermore, Hemostemix will hold licenses for certain technologies and there can be no assurance that these licenses will 

not be terminated, or that they will be renewed on conditions acceptable to Hemostemix. Hemostemix intends to negotiate 

additional licenses in respect of technologies developed by other companies and academic institutions. Terms of license 

agreements to be negotiated may include, inter alia, a requirement to make milestone payments, which may be substantial. 

Hemostemix will also be obligated to make royalty payments on the sales, if any, of products resulting from licensed 

technology and, in some instances, may be responsible for the costs of filing and prosecuting patent applications. Should any 

of Hemostemix licensees breach their regulatory, clinical, operational or legal requirements this may impact Hemostemix 

reputation and/or ability to conduct its business or make progress as anticipated. 

 

Rapid Technological Change 

The biotechnology and pharmaceutical industries are characterized by rapid and substantial technological change. There can 

be no assurance that developments by others will not render Hemostemix proposed products or technologies noncompetitive, 

or that Hemostemix will keep pace with technological developments. Competitors have developed or are developing 

technologies that could be the basis for competitive products. Some of these products have an entirely different approach or 

means of accomplishing the desired diagnostic or therapeutic effect as compared with products to be developed by 

Hemostemix, and could be more effective and less costly than the products to be developed by Hemostemix. In addition, 

alternative forms of medical treatment may be competitive with Hemostemix products. 

 

Competition 

Technological competition from pharmaceutical companies, biopharmaceutical companies and universities is intense and is 

expected to increase. Potential competitors of Hemostemix have or may develop product development capabilities or financial, 

scientific, marketing and human resources exceeding those of Hemostemix. Competitors may develop products before 

Hemostemix develops its own products, obtain regulatory approval for such products more rapidly than Hemostemix, or 

develop products which are more effective than those which Hemostemix intends to develop. Research and development by 

others may render Hemostemix proposed technology or products obsolete or non-competitive or produce treatments or cures 

superior to any therapy developed or to be developed by Hemostemix, or otherwise preferred to any therapy developed by 

Hemostemix. 

Status of Healthcare Reimbursement 

Hemostemix 's ability to successfully market certain diagnostic or therapeutic products may depend in part on the extent to 

which reimbursement for the cost of such products and related treatments will be available from government health 

administration authorities, private health insurers and other organizations. Significant uncertainty exists as to whether newly 

approved healthcare products will qualify for reimbursement. Furthermore, challenges to the price of medical products and 

services are becoming more frequent. There can be no assurance that adequate third-party coverage will be available to 

establish price levels, which would allow Hemostemix to realize an acceptable return on its investment in product 

development. 
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Potential Product Liability 

Pharmaceutical products involve an inherent risk of product liability claims and associated adverse publicity. Product liability 

insurance is costly; availability is limited and may not be available on terms which would be acceptable to Hemostemix, if at 

all. An inability to maintain sufficient insurance coverage on reasonable terms or to otherwise protect against potential product 

liability claims could prevent or inhibit the commercialization of Hemostemix 's products. A product liability claim brought 

against Hemostemix, or withdrawal of a product from the market, could have a material adverse effect upon Hemostemix and 

its financial condition. 

Manufacturing 

Hemostemix product manufacturing is currently done at a single facility without secondary backup.  Hemostemix ability to 

conduct its clinical trial depends on its uninterrupted ability to manufacture product and ship product in and out of its facility 

location. 

Reliance on Key Personnel 

Hemostemix is dependent on certain members of its management and scientific staff as well as consultants and contractors, 

the loss of services of one or more of whom could adversely affect Hemostemix. In addition, Hemostemix’s ability to manage 

growth effectively will require it to continue to implement and improve its management systems and to recruit and train new 

employees. There can be no assurance that Hemostemix will be able to successfully attract and retain skilled and experienced 

personnel. 

Lack of Product Revenues and History of Losses 

To date, Hemostemix has not recorded any revenues from the sale of biopharmaceutical products. Hemostemix expects to 

incur additional losses during the periods of research and development, clinical testing, and application for regulatory approval 

of its product candidates. Hemostemix expects to incur losses unless and until such time as payments from corporate 

collaborations, product sales and/or royalty payments generate sufficient revenues to fund its continuing operations. 

Volatility of Share Price, Absence of Dividends and Fluctuation of Operating Results 

Market prices for the securities of biotechnology companies, including Hemostemix, have historically been highly volatile. 

Factors such as fluctuation of Hemostemix operating results, announcements of technological innovations, patents or new 

commercial products by Hemostemix or competitors, results of clinical testing, regulatory actions, or public concern over the 

safety of biopharmaceutical products and other factors could have a significant effect on the share price or trading volumes 

for the common shares. Hemostemix Shares, if traded publically, may be subject to significant price and volume fluctuations 

and may continue to be subject to significant price and volume fluctuations in the future. Hemostemix has not paid dividends 

to date and does not expect to pay dividends in the foreseeable future. 
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Conflict of Interest 

Certain of the directors and senior officers of Hemostemix may, from time to time, be employed by or affiliated with 

organizations which have entered agreements with Hemostemix. As disputes, may arise between these organizations and 

Hemostemix, or certain of these organizations may undertake or have undertaken research with competitors of Hemostemix, 

there exists the possibility for such persons to be in a position of conflict. Any decision or recommendation made by these 

persons involving Hemostemix will be made in accordance with his or her duties and obligations to deal fairly and in good 

faith with Hemostemix and such other organizations. In addition, as applicable, such directors and officers will refrain from 

voting on any matter in which they have a conflict of interest. 

No Key Man Insurance 

The Company does not currently have key man insurance in place in respect of any of its senior officers or personnel. 

ADDITIONAL DISCLOSURE FOR VENTURE ISSUERS WITHOUT SIGNIFICANT REVENUE 

The Company’s main focus is to develop autologous, blood-derived cell therapies primarily for the treatment of severe medical 

conditions not adequately addressed by current treatments. The Company is currently conducting a Phase 2 clinical trial in 

patients with critical limb ischemia. 

To achieve commercialization of its products, the Company must obtain regulatory approval in each respective jurisdiction it 

intends to market its products.  Management of Hemostemix believes it may be possible to achieve this in certain jurisdictions 

based on positive phase 2 clinical trial data, but in most jurisdictions additional clinical data from larger clinical trials will be 

required to obtain such approval.   

Hemostemix does not currently distribute any commercial products or provide any commercial services in any markets.  Future 

revenues should come through royalty payments from partnering, or through direct commercialization of its products.   

 


