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FORM 7 
 
MONTHLY PROGRESS REPORT 

Name of Listed Issuer: BioVaxys Technology Corp, formerly Lions Bay Mining Corp. 
(the “Issuer”). 

Trading Symbol: BIOV 

Number of Outstanding Listed Securities: 76,817,741 

Date: January 8, 2020 (for the month of December, 2020) 

This Monthly Progress Report must be posted before the opening of trading on the fifth 
trading day of each month. This report is not intended to replace the Issuer’s obligation 
to separately report material information forthwith upon the information becoming known 
to management or to post the forms required by Exchange Policies. If material 
information became known and was reported during the preceding month to which this 
report relates, this report should refer to the material information, the news release date 
and the posting date on the Exchange website. 

This report is intended to keep investors and the market informed of the Issuer’s 
ongoing business and management activities that occurred during the preceding month. 
Do not discuss goals or future plans unless they have crystallized to the point that they 
are "material information" as defined in the Policies. The discussion in this report must 
be factual, balanced and non-promotional. 

General Instructions 

(a) Prepare this Monthly Progress Report using the format set out below. The 
sequence of questions must not be altered nor should questions be omitted or 
left unanswered. The answers to the items must be in narrative form. State when 
the answer to any item is negative or not applicable to the Issuer. The title to 
each item must precede the answer. 

(b) The term “Issuer” includes the Issuer and any of its subsidiaries. 

(c) Terms used and not defined in this form are defined or interpreted in Policy 1 – 
Interpretation and General Provisions. 

Report on Business 

1. Provide a general overview and discussion of the development of the Issuer’s 
business and operations over the previous month. Where the Issuer was inactive 
disclose this fact. 

During the previous month, the Issuer announced that its shares now qualify for 
trading in the United States on the OTC Pink Market under the symbol "LMNGF". 
The Company has also made an application for its common shares to be DTC 
eligible and expects to receive this designation within the next 30 days. 
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The Issuer also announced that further analysis of the data from a preclinical 
animal study (also known as the "murine model study") of its haptenized viral 
protein vaccine technology show that BVX-0320, its COVID-19 vaccine candidate 
based on the Issuer’s haptenized viral protein platform, elicits a robust T-cell 
response against SARS-CoV-2.  According to the Issuer’s Co-Founder, President 
and Chief Operating Officer Kenneth Kovan, this is an exciting development not 
only in the COVID-19 vaccine field, but potentially for other viral vaccines. 

  
 
2. Provide a general overview and discussion of the activities of management. 

Management’s principal activities consisted of, but were not limited to: 

(a) Evaluating the future economic potential of the North America Assets; 

(b) General management and administrative matters. 

 

3. Describe and provide details of any new products or services developed or 
offered. For resource companies, provide details of new drilling, exploration or 
production programs and acquisitions of any new properties and attach any 
mineral or oil and gas or other reports required under Ontario securities law. 

None 

4. Describe and provide details of any products or services that were discontinued. 
For resource companies, provide details of any drilling, exploration or production 
programs that have been amended or abandoned. 

None 

5. Describe any new business relationships entered into between the Issuer, the 
Issuer’s affiliates or third parties including contracts to supply products or 
services, joint venture agreements and licensing agreements etc. State whether 
the relationship is with a Related Person of the Issuer and provide details of the 
relationship. 

None   

6. Describe the expiry or termination of any contracts or agreements between the 
Issuer, the Issuer’s affiliates or third parties or cancellation of any financing 
arrangements that have been previously announced. 

None 

7. Describe any acquisitions by the Issuer or dispositions of the Issuer’s assets that 
occurred during the preceding month. Provide details of the nature of the assets 
acquired or disposed of and provide details of the consideration paid or payable 
together with a schedule of payments if applicable, and of any valuation. State 
how the consideration was determined and whether the acquisition was from or 
the disposition was to a Related Person of the Issuer and provide details of the 
relationship. 

None 
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8. Describe the acquisition of new customers or loss of customers. 

None 

9. Describe any new developments or effects on intangible products such as brand 
names, circulation lists, copyrights, franchises, licenses, patents, software, 
subscription lists and trade-marks. 

None 

10. Report on any employee hirings, terminations or lay-offs with details of 
anticipated length of lay-offs. 

None 

11. Report on any labour disputes and resolutions of those disputes if applicable. 

None 

12. Describe and provide details of legal proceedings to which the Issuer became a 
party, including the name of the court or agency, the date instituted, the principal 
parties to the proceedings, the nature of the claim, the amount claimed, if any, if 
the proceedings are being contested, and the present status of the proceedings. 

None 

13. Provide details of any indebtedness incurred or repaid by the Issuer together with 
the terms of such indebtedness. 

The Issuer had no loans outside of supplier and trade payable obligations 
incurred in the regular course of business. 

14. Provide details of any securities issued and options or warrants granted. 

30,450 common shares were issued in connection to payment of Director’s fees. 

15. Provide details of any loans to or by Related Persons. 

None 

16. Provide details of any changes in directors, officers or committee members. 

          None 

17. Discuss any trends which are likely to impact the Issuer including trends in the 
Issuer’s market(s) or political/regulatory trends. 

See attached Schedule A. The information in Schedule A is a summary only of 
certain risk factors and is qualified in its entirety by reference to, and should be 
read in conjunction with detailed information appearing elsewhere. These risks 
and uncertainties are not the only ones the Issuer is facing. Additional risks and 
uncertainties not presently known to the Issuer, or that it currently deems 
immaterial, may also impair its operations. If any such risks actually occur, the 
business, financial condition, liquidity and results of the Issuer’s operations could 
be materially adversely affected. The risk factors described in Schedule A should 
be carefully considered by readers, including investors considering a purchase of 
securities of the Issuer, along with all other information set forth elsewhere. An 
investment in securities of the Issuer should only be made by persons who can 
afford a significant or total loss of their investment.  
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Certificate of Compliance 

The undersigned hereby certifies that: 

1. The undersigned is a director and/or senior officer of the Issuer and has been 
duly authorized by a resolution of the board of directors of the Issuer to sign this 
Certificate of Compliance. 

2. As of the date hereof there were is no material information concerning the Issuer 
which has not been publicly disclosed. 

3. The undersigned hereby certifies to the Exchange that the Issuer is in 
compliance with the requirements of applicable securities legislation (as such 
term is defined in National Instrument 14-101) and all Exchange Requirements 
(as defined in CNSX Policy 1). 

4. All of the information in this Form 7 Monthly Progress Report is true. 

Dated January 8, 2020 

 Lachlan McLeod  
Name of Director or Senior 
Officer 

 “Lachlan McLeod”  
Signature 
 
CFO  
Official Capacity 
 

Issuer Details 
Name of Issuer 
BioVaxys Technology Corp. 

For Month End 
December 31, 
2020 

Date of Report 
YY/MM/DD 
20/01/08 

Issuer Address 
Suite 503 – 905 West Pender St. 
City/Province/Postal Code 
Vancouver, BC V6C 1L6 

Issuer Fax No. 
(     ) 

Issuer Telephone No. 
(646) 452-7000 

Contact Name 
James Passin 

Contact Position 
CEO 

Contact Telephone No. 
(646) 452-7000 

Contact Email Address 
jpassin@biovaxys.com 

Web Site Address 
www.biovaxys.com 



 

 

Schedule A - Risk Related to BioVaxys’ Business 
 
Because of BioVaxys’ continuing need for capital, there remain questions as to its ability to 
continue as a going concern. 
 
The Issuer presently anticipates that its current cash resources will be sufficient to fund operations 
through 2020, depending upon how aggressively the Issuer implements its development plans. The 
Issuer has only a limited ability to generate revenues from operations, and any revenues it generates are 
almost certain to be substantially less than its operating expenses. Accordingly, it will be necessary to 
raise additional equity capital. Because of the Issuer’s limited cash and financial resources, its ability to 
continue as a going concern beyond the next 12 months is in question. 
 
The Issuer has no way of knowing if it will be able to complete any additional financings. 
 
Limited Operating History and Lack of Profits 
 
The Issuer is an early-stage biopharmaceutical company with a limited operating history. The likelihood of 
success of Issuers’ business plan must be considered in light of the problems, expenses, difficulties, 
complications and delays frequently encountered in connection with developing and expanding early-
stage businesses and the regulatory and competitive environment in which the Issuer operates. 
Biopharmaceutical product development is a highly speculative undertaking, involves a substantial 
degree of risk and is a capital-intensive business. Therefore, the Issuer expects to incur expenses without 
any meaningful corresponding revenues unless and until it is able to obtain regulatory approval and 
subsequently sell its products in significant quantities. To date, the Issuer has not generated any revenue 
from its products. The Issuer has incurred losses and anticipates that its losses will increase as it 
continues its development and clinical trials and seeks regulatory approval for the sale of its therapeutic 
product. There can be no assurance that it will have earnings or positive cash flow in the future. Further, 
even if the Issuer is able to commercialize any of its product candidates, there can be no assurance that 
the Issuer will generate significant revenues or ever achieve profitability. 
 
The Issuer expects to continue to incur substantial losses for the foreseeable future, and these losses 
may be increasing. The Issuer is uncertain about when or if it will be able to achieve or sustain 
profitability. If the Issuer achieves profitability in the future, it may not be able to sustain profitability in 
subsequent periods. 
 
COVID-19 
 
The COVID-19 outbreak was characterized as a pandemic by the World Health Organization on March 
11, 2020. The spread of COVID‐19 may materially affect the Issuer's business and could result in volatility 
and disruption to global supply chains, mobility of people and the financial markets, which could affect the 
business, financial condition, results of operations and other factors relevant to the Issuer. The continued 
spread of COVID-19 nationally and globally could also lead to a deterioration of general economic 
conditions including a possible national or global recession. While the potential economic impact brought 
by, and the duration of, COVID‐19 may be difficult to assess or predict, a widespread pandemic could 
result in significant disruption of global financial markets, reducing the Issuer's ability to access capital 
when required. 
 
Due to the speed with which the COVID-19 situation is developing and the uncertainty of its magnitude, 
outcome and duration, it is not possible for the Issuer to predict the effects of the pandemic on the 
Issuer's business or results of operations at this time. However, the impact could be material. 
 
Research and Development Risks 
 
The following discussion of risks under this heading primarily reflect the US regulatory framework, but 
similar risks broadly apply to the European Union. 
 
The Issuer can make no assurance that the research and development programs will result in regulatory 
approval or commercially viable products. To achieve profitable operations, the Issuer alone or with 
others, must successfully develop, gain regulatory approval for, and market future products. The Issuer 



 

 

currently has no products that have been approved by the US Food and Drug Administration (“FDA”), or 
any similar regulatory authority. To obtain regulatory approvals for the Issuer’s product candidates being 
developed and to achieve commercial success, clinical trials must demonstrate that the product 
candidates are safe for human use and that they demonstrate efficacy. The Issuer has not yet 
commenced clinical trials for product candidates. Many product candidates never reach the stage of 
clinical testing and even those that do have only a small chance of successfully completing clinical 
development and gaining regulatory approval. Product candidates may fail for a number of reasons, 
including but not limited to being unsafe for human use or due to the failure to provide therapeutic 
benefits equal to or better than the standards of treatment at the time of testing. Unsatisfactory results 
obtained from a particular study relating to a research and development program may cause us to 
abandon commitments to that program. Positive results from early preclinical research may not be 
indicative of favourable outcomes in later-stage clinical trials, and we can make no assurance that any 
future studies, if undertaken, will yield favourable results. The stage of the Issuer’s research makes it 
particularly uncertain as to whether any of its product development efforts will prove to be successful and 
meet applicable regulatory requirements, and whether any of its product candidates will receive the 
necessary regulatory approvals, be capable of being manufactured at a reasonable cost or be 
successfully marketed. If the Issuer is successful in developing its current and future product candidates 
into approved products, the Issuer will still experience many potential obstacles, which would affect the 
ability to successfully market and commercialize such approved products, such as the need to develop or 
obtain manufacturing, marketing and distribution capabilities, price pressures from third-party payors, or 
proposed changes in health care systems. If the Issuer is unable to successfully market and 
commercialize any of its products, its financial condition and results of operation may be materially and 
adversely affected. The Issuer can make no assurance that any future studies, if undertaken, will yield 
favorable results. Many companies in the pharmaceutical and biotechnology industries have suffered 
significant setbacks in later-stage clinical trials after achieving positive results in early-stage development, 
and the Issuer cannot be certain that it will not face similar setbacks. These setbacks have been caused 
by, among other things, preclinical findings made while clinical trials were underway or safety or efficacy 
observations made in clinical trials, including previously unreported adverse events. Preclinical and 
clinical data are often susceptible to varying interpretations and analyses, and many companies that 
believed their product candidates performed satisfactorily in preclinical studies and clinical trials 
nonetheless failed to obtain regulatory approval. If the Issuer fails to produce positive results in its future 
clinical trials and other programs, the development timeline and regulatory approval and 
commercialization prospects for the product candidates, and correspondingly, its business and financial 
prospects, would be materially adversely affected. 
 
Preclinical and Clinical Development Risks 
 
Third Party Risk with respect to Preclinical Studies and Clinical Trials 
The Issuer relies on and will continue to rely on MilliporeSigma as the source of its non-GMP vaccine 
product for preclinical studies, and on Charles River Laboratories, Inc. for the preclinical development 
work, and on other third parties to conduct other preclinical and clinical development activities. Preclinical 
activities include in vivo studies that provide immunogenicity, T-cell activation, and other critical data sets, 
pharmacology and toxicology studies and assay development. Clinical development activities include trial 
design, regulatory submissions, clinical patient recruitment, clinical trial monitoring, clinical data 
management and analysis, safety monitoring and project management. If there is any dispute or 
disruption in the Issuer’s relations with Charles River Laboratories, Inc., with any other chosen third 
parties for preclinical studies or for any clinical trials, or if they are unable to provide quality services in a 
timely manner and at a feasible cost the active development programs will face delays. Further, if any of 
these third parties fails to perform as the Issuer expects or if the work fails to meet regulatory 
requirements, testing could be delayed, cancelled or rendered ineffective. 
 
Sourcing the Vaccine Adjuvant Bacillus Calmette-Guerin (“BCG”) 
BioVaxys administers the vaccine adjuvant Bacillus Calmette-Guerin (“BCG”) with autologous haptenized 
vaccines for ovarian cancer. BCG is an approved product for Bladder Cancer and can be administered by 
physicians as a stand-alone vaccine. There are several sources of BCG, each formulation of which differs 
based upon the original source of the product. If the Issuer is unable to continue to obtain the current 
strain of BCG (the “Tice” strain) used in is clinical trials, the Issuer may not be permitted by regulatory 
authorities to use another strain of BCG without conducting additional clinical studies with the new strain 
of BCG. 
 



 

 

Enrolling Patients in Clinical Trial 
As the product candidates advance from preclinical testing to clinical testing, and then through 
progressively larger and more complex clinical trials, the Issuer will need to enroll an increasing number 
of patients that meet its eligibility criteria. There is significant competition for recruiting patients in clinical 
trials, and we may be unable to enroll the patients it needs to complete clinical trials on a timely basis or 
at all. The factors that affect the Issuer’s ability to enroll patients are largely uncontrollable and include, 
but are not limited to, the following: 
 Size and nature of the patient population; 
 Eligibility and exclusion criteria for the trial; 
 Design of the study protocol; 
 Competition with other companies for clinical sites or patients; 
 The perceived risks and benefits of the product candidate under study; 
 The patient referral practices of physicians; and the number, availability, location and accessibility 

of clinical trial sites. 
 
The Issuer will compete with other clinical programs and other treatments for patients for its 
clinical trials, which will affect its ability to enroll quickly the Issuer’s clinical trials. 
 
Companies with clinical trials, including the Issuer, provide information and other incentives to infectious 
disease specialists, oncologists, and other specialists as an inducement to participate in clinical trials. A 
physician is required to place patients in clinical trials based upon the physician’s assessment of the likely 
benefits of that clinical trial to the patient. The information provided by the Issuer regarding any future 
clinical trials may not be sufficient to persuade physicians to place their patients in its clinical trials. The 
Issuer’s business and financial condition will be materially and adversely affected by the failure to enroll 
its clinical trials. 
 
Delays in Clinical Testing 
The Issuer cannot predict whether any clinical trials will commence as planned, will need to be 
restructured, or will be completed on schedule, or at all. The Issuer’s product development costs will 
increase if it experiences delays in clinical testing or approval or if it needs to perform more or larger 
clinical trials than planned. 
 
Significant clinical trial delays could shorten any periods during which the Issuer may have the exclusive 
right to commercialize the product candidates or allow its competitors to bring products to market before 
the Issuer, which would impair its ability to successfully commercialize the product candidates and may 
harm its financial condition, results of operations and prospects. The commencement and completion of 
clinical trials for the products may be delayed for a number of reasons, including delays related but not 
limited to: 
 Regulatory authorities’ failure to grant permission to proceed or placing the clinical trial on hold; 
 Patients failing to enroll or remain in trials at the rate the Issuer expects; 
 Suspension or termination of clinical trials by regulators for a variety of reasons, including failure of 

the Issuer’s contract research organizations (CROs) to satisfy their contractual duties or meet 
expected deadlines; 

 Inspections of clinical trial sites by regulatory authorities, regulatory authorities or ethics committees 
finding regulatory violations that require the Issuer to undertake corrective action, resulting in 
suspension or termination of one or more sites or the imposition of a clinical hold on the entire 
study; 

 One or more regulatory authorities or ethics committees rejecting, suspending or terminating the 
study at an investigational site, precluding enrollment of additional subjects, or withdrawing its 
approval of the trial; 

 Failure to reach agreement on acceptable terms with prospective clinical trial sites; 
 Changes in regulatory requirements or policies may occur and the Issuer may need to amend study 

protocols to reflect these changes, and amendments may require the Issuer to resubmit its study 
protocols to regulatory authorities or ethics committees for re-examination, which may impact the 
cost, timing or successful completion of that trial, including concerns about patient safety or failure 
of the Issuer’s collaborators to comply with GMP requirements; 

 Product candidates demonstrating a lack of safety or efficacy during clinical trials; 
 Patients failing to complete clinical trials due to dissatisfaction with the treatment, side effects or 

other reasons; 



 

 

 Reports of clinical testing on similar technologies and products raising safety or efficacy concerns; 
 Competing clinical trials and scheduling conflicts with participating clinicians; and 
 Clinical investigators not performing the Issuer’s clinical trials on their anticipated schedule, 

dropping out of a trial, or employing methods not consistent with the clinical trial protocol, regulatory 
requirements or other third parties not performing data collection and analysis in a timely or 
accurate manner. 

 
Negative Results from Clinical Trials or Studies of Others and Adverse Safety Events 
 
From time to time, studies or clinical trials on various aspects of biopharmaceutical products are 
conducted by academic researchers, competitors or others. The results of these studies or trials, when 
published, may have a significant effect on the market for the biopharmaceutical product that is the 
subject of the study. The publication of negative results of studies or clinical trials or adverse safety 
events related to the product candidates, or the therapeutic areas in which the Issuer’s product 
candidates compete, could adversely affect its future commercialization efforts, its share price and its 
ability to finance future development of the product candidates, and its business and financial results 
could be materially and adversely affected. 
 
The clinical trial and regulatory approval process for BioVaxys’ products will be expensive and 
time consuming and the outcome uncertain. 
 
To obtain regulatory approval for the commercial sale of the Issuer’s products, it must demonstrate 
through clinical trials that its products are safe and effective. The Issuer will incur substantial expense for, 
and devote a significant amount of time to pre-clinical testing and clinical trials of the Issuer’s products in 
the U.S. and/or other markets. The results from preclinical testing and early clinical trials are not totally 
predictive of results that may be obtained in later clinical trials. Data obtained from pre-clinical testing and 
clinical trials are susceptible to varying interpretations, which may delay, limit or prevent regulatory 
approval. In addition, regulatory delays or rejections may be encountered as a result of many factors, 
including changes in regulatory policy during the period of product development. The Issuer’s business 
and financial condition will be materially and adversely affected by any delays in, or termination of, its 
clinical trials. 
 
The Issuer may not be able to obtain the funding to complete the regulatory approval process or it may 
fail to obtain FDA approval for its products, or regulatory approval in other markets. The Issuer may never 
be able to commercialize its vaccine products in the U.S. or other markets. 
 
Safety and Efficacy 
 
Before obtaining marketing approval from regulatory authorities for the sale of the Issuer’s product 
candidates, it must conduct preclinical studies in animals and extensive clinical trials in humans to 
demonstrate the safety and efficacy of the product candidates. Clinical testing is expensive and difficult to 
design and implement, can take many years to complete and has uncertain outcomes. The outcome of 
preclinical studies and early clinical trials may not predict the success of later clinical trials, and interim 
results of a clinical trial do not necessarily predict final results. A number of companies in the 
pharmaceutical and biotechnology industries have suffered significant setbacks in advanced clinical trials 
due to lack of efficacy or unacceptable safety profiles, despite promising results in earlier trials. The 
Issuer does not know whether the clinical trials it conducts will demonstrate adequate efficacy and safety 
to result in regulatory approval to market any of the product candidates in any jurisdiction. A product 
candidate may fail for safety or efficacy reasons at any stage of the testing process. A major risk faced by 
the Issuer is the possibility that none of the product candidates will successfully gain market approval 
from regulatory authorities, resulting in its inability to derive any commercial revenue from them after 
investing significant amounts of capital in their development. 
 
  



 

 

Manufacturing Risks 
 
Reliance on Third Party Contract Manufacturers 
 
The Issuer has limited manufacturing experience and relies on contract manufacturing organizations 
(“CMOs”) over which it has limited control to manufacture the product candidates for preclinical studies 
and clinical trials. The Issuer relies on CMOs for manufacturing, filling, packaging, storing and shipping of 
drug products in compliance with Good Manufacturing Practices (“GMP”) regulations applicable to the 
Issuer’s products. FDA ensures the quality of drug products by carefully monitoring drug manufacturers’ 
compliance with GMP regulations. The GMP regulations for drugs contain minimum requirements for the 
methods, facilities and controls used in manufacturing, processing and packing of a drug product. There 
can be no assurances that CMOs will be able to meet the Issuer’s timetable and requirements. If the 
Issuer is unable to arrange for alternative third-party manufacturing sources on commercially reasonable 
terms or in a timely manner, it may be delayed in the development of the product candidates. Further, 
CMOs must operate in compliance with GMP and failure to do so could result in, among other things, the 
disruption of product supplies. The Issuer’s dependence upon third parties for the manufacture of its 
products may adversely affect the Issuer’s profit margins and its ability to develop and deliver products on 
a timely and competitive basis. 
 
Success of Quality Control Systems 
 
The quality and safety of the Issuer’s vaccine products are critical to the success of the business and 
operations. As such, it is imperative that the Issuer’s service providers' quality control systems operate 
effectively and successfully. Quality control systems can be negatively impacted by the design of the 
quality control systems, the quality training program, and adherence by personnel to quality control 
guidelines. 
 
Regulatory Risks 
 
The Issuer is operating in a regulated industry where the guidance for acceptable manufacturing 
and testing of its products and processes is evolving, which creates uncertainties, delays and 
expense. 
 
Regulatory standards require that the Issuer produce its products in compliance with current GMP. These 
requirements, as dictated by the applicable U.S. and European regulatory authorities, adopt the methods 
for end product standards and methods of analysis, which in the U.S. guidance is published in the United 
States Pharmacopoeia (similar guidance for Europe is published in the European Pharmacopoeia). The 
Issuer will be required to adapt its existing physical facilities, processes and procedures to these 
standards for the production of its products during clinical testing and for future commercialization. The 
inability to adapt to these evolving standards will delay its ability to produce product for clinical testing and 
would delay the Issuer’s ability to enter into clinical trials. 
 
The FDA and other regulatory agencies have substantial discretion in both the product approval 
process and manufacturing facility approval process 
 
As a result of this discretion and uncertainties about outcomes of testing, the Issuer cannot predict at 
what point, or whether, the FDA or other regulatory agencies will be satisfied with the Issuer’s (or any 
collaborator’s) submissions or whether the FDA or other regulatory agencies will raise questions that may 
be material and delay or preclude product approval or manufacturing facility approval. In light of this 
discretion and the complexities of the scientific, medical and regulatory environment, the Issuer’s 
interpretation or understanding of the FDA’s or other regulatory agencies’ requirements, guidelines or 
expectations may prove incorrect, which also could delay further or increase the cost of the approval 
process. 
 
The Issuer’s development and commercialization activities and product candidates are 
significantly regulated by the FDA and other foreign governmental entities should it attempt 
product registration in those countries. 
 
Regulatory approvals are required prior to each clinical trial and we may fail to obtain the necessary 
approvals to commence or continue clinical testing. The time required to obtain approval by regulatory 



 

 

authorities is unpredictable but outside special circumstances can typically take many years following the 
commencement of preclinical studies and clinical trials. Any analysis of data from clinical activities we 
perform is subject to confirmation and interpretation by regulatory authorities, which could delay, limit or 
prevent regulatory approval. Even if the Issuer’s management believes results from clinical trials are 
favorable to support the marketing of the product candidates, the FDA or other regulatory authorities may 
disagree. Approval policies, regulations, or the type and amount of clinical data necessary to gain 
approval may change during the course of a product candidate’s clinical development and may vary 
jurisdictions. The Issuer has not obtained regulatory approval for any product candidate and it is possible 
that none of the existing product candidates or any future product candidates will ever obtain regulatory 
approval. The Issuer could fail to receive regulatory approval for the product candidates for many 
reasons, including but not limited to: 
 Disagreement with the design or implementation of its clinical trials; 
 Failure to demonstrate that a product candidate is safe and effective for its proposed indication; 
 Failure of clinical trials to meet the level of statistical significance required for approval; 
 Failure to demonstrate that a product candidate’s clinical and other benefits outweigh its safety 

risks; 
 Disagreement with the Issuer’s interpretation of data from preclinical studies or clinical trials; 
 The insufficiency of data collected from clinical trials of the product candidates to support the 

submission and filing of a submission to obtain regulatory approval; 
 Deficiencies in the manufacturing processes or the failure of facilities of collaborators with whom we 

contract for clinical and commercial supplies to pass a pre-approval inspection;  
 Changes in the approval policies or regulations that render the Issuer’s preclinical and clinical data 

insufficient for approval. 
 A regulatory authority may require more information, including additional preclinical or clinical data 

to support approval, which may delay or prevent approval and the Issuer’s commercialization plans, 
or we may decide to abandon the development program; 

 If the Issuer is successful in obtaining approval, regulatory authorities may approve any of the 
product candidates for fewer or more limited indications than requested, may grant approval 
contingent on the performance of costly post-marketing clinical trials, or may approve a product 
candidate with a label that does not include the labeling claims necessary or desirable for the 
successful commercialization of that product candidate; and 

 Depending on any safety issues associated with the product candidates that garner approval, the 
FDA or other authorities may impose a risk evaluation and mitigation strategy, thereby imposing 
certain restrictions on the sale and marketability of such products. 

 
Although the Issuer may pursue the FDA’s accelerated or priority review programs, it cannot 
guarantee the FDA will permit the Issuer to utilize these pathways or the FDA’s review of the 
application will not be delayed 
 
Even if the FDA agrees to an accelerated or priority review of any of the Issuer’s applications, it may not 
ultimately be able to obtain approval of the application in a timely fashion or at all. The FDA and foreign 
health authorities have substantial discretion in the drug and biologics approval processes. Despite the 
time and expense incurred, failure can occur at any stage, and we could encounter problems that cause 
the Issuer to abandon clinical trials or to repeat or perform additional preclinical, clinical or manufacturing-
related studies. As the Issuer accumulates additional clinical data, the Issuer will submit it to the FDA and 
other regulatory agencies, as appropriate, and such data may have a material impact on the approval 
process. 
 
Commercial/Marketing Risks 
 
The Issuer is in an early clinical stage biotechnology company that is developing antiviral and 
anticancer vaccine platforms, and it may never develop or successfully market any products. 
 
Investors must evaluate the Issuer in light of the expenses, delays, uncertainties and complications 
typically encountered by development stage biotechnology businesses, many of which the Issuer already 
experienced and many of which are beyond its control. These risks can include an inability to generate 
any meaningful revenues from any other products or services while it works to develop its lead products 
and technologies, and cutbacks to development programs due to limited cash resources or emerging 
scientific data related to its lead products, which will require the Issuer to raise additional capital. 
 



 

 

As a result of these and likely continuing challenges of being a development stage biotechnology 
company that is developing antiviral and anticancer vaccine platforms, the Issuer’s products may never 
be successfully developed or marketed. 
 
The Issuer may not be able to compete with other companies, research institutes, hospitals or 
universities that are developing and producing cancer treatment products and technologies. 
 
Many other companies, research institutes, hospitals and universities are working to develop products 
and technologies in the Issuer’s specific field of vaccine research. Many of these entities have more 
experience than the Issuer does in developing and producing vaccines. Most of these entities also have 
much greater financial, technical, manufacturing, marketing, distribution and other resources than the 
Issuer possesses. The Issuer believes that numerous pharmaceutical companies are engaged in 
research and development efforts for products that could directly compete with its products under 
development. In addition, some of the Issuer’s competitors have already begun testing products and 
technologies similar to its own. These other entities may succeed in developing products before the 
Issuer or that are better than those that the Issuer is developing. The Issuer expects competition in its 
specific area of research to intensify. 
 
Even if the Issuer’s vaccines receive regulatory approval and are determined to be safe and 
effective, its products may not gain commercial acceptance. 
 
Even if the Issuer’s vaccine technology is safe and effective, there is no guarantee of commercial 
acceptance. Because its vaccine technology is a new approach to the treatment of cancer and viral 
infections, it must be accepted by both patients and physicians before it can be successfully 
commercialized. Due to the nature of the vaccine technology, it requires that current practitioners revise 
the way they think about infectious disease and cancer treatment. The marketplace of ideas, technologies 
and information is crowded, and the Issuer must develop the means to reach leading specialist physicians 
in each market with the haptenized vaccines story. Failure to do so will have a material adverse effect on 
the Issuer’s business and financial condition. 
 
If governmental and insurance reimbursement is not available or is insufficient, a market for the 
Issuer’s products may never develop or be economically feasible. 
 
The availability of governmental and insurance reimbursements of the costs of the vaccine is critical to 
ultimate physician and patient acceptance of the autologous vaccine technology. In both the U.S. and 
other countries, sales of the Issuer’s products will depend in part upon the availability of reimbursement 
from third-party payors, which include government health administration authorities, managed care 
providers, and private health insurers. For new products or technologies, reimbursement must be 
established under existing governmental or insurance regulations or practices. The Issuer will be required 
to obtain reimbursement approvals (both governmental and insurance) in each country in which it obtains 
appropriate regulatory authority to market the autologous vaccines products. 
 
In addition, third-party payors are increasingly challenging the price and examining the cost effectiveness 
of medical products and services. Significant uncertainty surrounds the reimbursement status of newly 
approved health care products, and the Issuer’s products may not be considered cost effective by a 
particular governmental authority or insurer. Adequate third-party reimbursement may not be available to 
enable the Issuer to maintain price levels sufficient to realize an appropriate return on its investment in 
the research and development of its products. 
 
The Issuer may lose control over the marketing and distribution of its vaccines if it cannot afford 
to support its products. 
 
The Issuer may have to depend on third parties to develop, market and distribute its products. It is 
particularly difficult and expensive to develop and distribute the autologous vaccines products, because 
they are custom made for each individual patient. The Issuer may have less control over marketing and 
distribution activities performed by third parties than if it was performing those functions with its own 
facilities and employees. This lack of direct control could adversely affect the results of these activities 
and consequently, the business and financial condition of the Issuer. 
 
 



 

 

The Issuer may not be able to control the pricing of its products overseas. 
 
Foreign government regulations and programs will likewise affect foreign pricing opportunities for the 
Issuer’s products. Virtually all foreign countries regulate or set the prices of pharmaceutical products, 
which is a separate determination from whether a particular product will be subject to reimbursement 
under that government’s health plans. There are systems for reimbursement and pricing approval in each 
country and moving a product through those systems is time consuming and expensive. 
 
Current and future legislation may make the Issuer’s products unprofitable. 
 
Current and future legislation can and likely will continue to affect directly the ultimate profitability of 
pharmaceutical products and technologies. The U.S. and other countries continue to propose and pass 
legislation designed to reduce the cost of healthcare. Accordingly, legislation and regulations affecting the 
pricing of the Issuer’s products may change before the products are approved for marketing to the public. 
Adoption of new legislation and regulations could further limit reimbursement for the Issuer’s products. If 
third-party payors fail to provide adequate coverage and reimbursement rates for the Issuer’s products, 
the market acceptance of the products may be adversely affected. In that case, the Issuer’s business and 
financial condition will suffer. The Issuer is not aware of any specific legislation or regulation in the U.S. or 
Europe designed to limit reimbursement for products, but it believes that there is a credible risk that 
political and budget considerations could change dramatically the funding available for vaccine 
reimbursement. 
 
Intellectual Property Risks 
 
Risks Related to Potential Inability to Protect Intellectual Property 
 
The Issuer’s success is heavily dependent upon its intellectual property. The Issuer licenses certain 
intellectual property from third parties and there can be no assurance that it will be able to continue 
licensing these rights on a continuous basis. The Issuer relies upon copyrights, trade secrets, unpatented 
proprietary know-how and continuing technology innovation to protect the intellectual property that it 
considers important to the development of the business. The Issuer relies on various methods to protect 
its proprietary rights, including patent applications, confidentiality agreements with consultants, service 
providers and management that contain terms and conditions prohibiting unauthorized use and disclosure 
of the Issuer’s confidential information. However, despite the Issuer’s efforts to protect intellectual 
property rights, unauthorized parties may attempt to copy or replicate its intellectual property. There can 
be no assurances that the steps taken by the Issuer to protect intellectual property will be adequate to 
prevent misappropriation or independent third-party development of the Issuer’s intellectual property. It is 
possible that other companies may try to duplicate the Issuer’s products or production processes. To the 
extent that any of the above could occur, the Issuer’s revenue could be negatively affected, and in the 
future, the Issuer may have to litigate to enforce intellectual property rights, which could result in 
substantial costs and divert the Issuer’s management's attention and resources. 
 
Protection and Enforcement of the Issuer’s Intellectual Property 
 
The Issuer’s success will depend in part upon the ability to protect intellectual property and proprietary 
technologies and upon the nature and scope of the intellectual property protection received. The ability to 
compete effectively and to achieve partnerships will depend on the Issuer’s ability to develop and 
maintain proprietary aspects of its technology and to operate without infringing on the proprietary rights of 
others. The presence of such proprietary rights of others could severely limit the Issuer’s ability to develop 
and commercialize products, to conduct existing research and could require financial resources to defend 
litigation, which may be in excess of the Issuer’s ability to raise such funds. There is no assurance that 
the Issuers pending patent applications will be approved in a form that will be sufficient to protect 
proprietary technology and gain or keep any competitive advantage that it may have or, once approved, 
will be upheld in any post-grant proceedings brought by any third parties. The patent positions of 
pharmaceutical companies can be highly uncertain and involve complex legal, scientific and factual 
questions for which important legal principles remain unresolved. Patents issued to the Issuer may be 
challenged, invalidated or circumvented. To the extent the Issuer’s intellectual property, including licensed 
intellectual property, offers inadequate protection, or is found to be invalid or unenforceable, the Issuer is 
exposed to a greater risk of direct competition. If the Issuer intellectual property does not provide 
adequate protection against competitors’ products, the Issuer’s competitive position could be adversely 



 

 

affected, as could its business, financial condition and results of operations. Both the patent application 
process and the process of managing patent disputes can be time consuming and expensive, and the 
laws of some foreign countries may not protect the intellectual property rights to the same extent as do 
US patent laws. The Issuer will be able to protect its intellectual property from unauthorized use by third 
parties only to the extent that the proprietary technologies, key products, and any future products are 
covered by valid and enforceable intellectual property rights including patents or are effectively 
maintained as trade secrets, and provided the Issuer has the funds to enforce its rights, if necessary. 
 
Third Party License Risk 
 
The Issuer may require third-party licenses to effectively develop and manufacture key products or future 
technologies and the Issuer is currently unable to predict the availability or cost of such licenses. A 
substantial number of patents have already been issued to other biotechnology and pharmaceutical 
companies. To the extent that valid third-party patent rights cover the Issuer’s products or services, it or 
its strategic collaborators would be required to seek licenses from the holders of these patents in order to 
manufacture, use or sell these products and services, and payments under them would reduce the 
Issuer’s profits from these products and services. The Issuer is currently unable to predict the extent to 
which it may wish or be required to acquire rights under such patents, the availability and cost of 
acquiring such rights, and whether a license to such patents will be available on acceptable terms or at 
all. There may be patents in the US or in foreign countries or patents issued in the future that are 
unavailable to license on acceptable terms. The Issuer’s inability to obtain such licenses may hinder or 
eliminate an ability to manufacture and market products. 
 
Disclosure of Proprietary Information and Trade Secrets to Third Parties 
 
Due to the Issuer’s reliance on third parties to develop products, it must share trade secrets with them. 
The Issuer seeks to protect proprietary technology in part by entering into confidentiality agreements and, 
if applicable, material transfer agreements, collaborative research agreements, consulting agreements or 
other similar agreements with collaborators, advisors, employees and consultants prior to beginning 
research or disclosing proprietary information. These agreements typically restrict the ability of the 
Issuer’s collaborators, advisors, employees and consultants to publish data potentially relating to its trade 
secrets. Academic and clinical collaborators typically have rights to publish data, provided that the Issuer 
is notified in advance and may delay publication for a specified time in order to secure intellectual 
property rights arising from the collaboration. In other cases, publication rights are controlled exclusively 
by the Issuer, although in some cases it may share these rights with other parties. The Issuer may also 
conduct joint research and development programs which may require the sharing of trade secrets under 
the terms of research and development collaborations or similar agreements. Despite efforts to protect 
trade secrets, the Issuer’s competitors may discover the trade secrets, either through breach of these 
agreements, independent development or publication of information including the trade secrets in cases 
where the Issuer does not have proprietary or otherwise protected rights at the time of publication. A 
competitor’s discovery of these trade secrets may impair the Issuer’s competitive position and could have 
a material adverse effect on the Issuer’s business and financial condition. 
 
Other Risks 
 
The Issuer will be heavily dependent on its founders and current management team. 
 
The Issuer is dependent upon its founders and management team to obtain funding for the research and 
development of its products, to decide which of its products to promote, to shepherd the products through 
the clinical trial and regulatory approval process, and to stimulate business development and seek out 
new products and technologies for development. In addition, the Issuer’s current financial condition 
makes it more difficult for it to retain its current executives and recruit key employees. 
 
The Issuer is heavily dependent upon the personal reputation and personal contacts of its Chief 
Medical Officer, and the loss of his services could materially adversely affect its plan of operation. 
 
The Issuer is leveraging its know-how of haptenized cell vaccines developed by one of its founders, Dr. 
David Berd, while at Thomas Jefferson University in Philadelphia, Pennsylvania, and from his experience 
with the former Avax Technologies, Inc., The acceptance of the haptenized vaccine technology is highly 
dependent upon the personal reputation and the personal contacts of Dr. Berd. Dr. Berd is also critical in 



 

 

guiding the technology through the regulatory process in both the U.S. and Europe. If the Issuer lost his 
services, the development of its technology could be significantly slower and less successful that it 
otherwise would be with his services, which would in turn materially adversely affect the Issuer’s business 
and financial condition. 
 
The trading volume of the Common Shares is relatively low and a more active market may never 
develop. 
 
The average daily trading volume in the Common Shares varies significantly, but is usually low. This low 
average volume and low average number of transactions per day may affect the ability of the Issuer’s 
shareholders to sell their Common Shares in the public market at prevailing prices. A more active trading 
market for the Issuer’s common shares may never develop. 
 
The Issuer may become party to litigation 
 
The Issuer may become party to litigation from time to time in the ordinary course of business which could 
adversely affect its business. Should any litigation in which the Issuer becomes involved be determined 
against the Issuer such a decision could adversely affect the Issuer’s ability to continue operating and the 
market price of the Common Shares and could use significant resources. Even if the Issuer is involved in 
litigation and wins, litigation can consume significant Issuer resources. 
 
General Operational Risks 
 
Conflict of Interest 
 
Certain directors and senior officers of the Issuer may, from time to time, be employed by or affiliated with 
organizations that have entered into agreements with the Issuer. As disputes may arise between these 
organizations and the Issuer, or certain organizations may undertake or have undertaken research with 
competitors of the Issuer, there exists the possibility for such persons to be in a position of conflict. Any 
decision or recommendation made by these persons involving the Issuer will be made in accordance with 
his or her duties and obligations to deal fairly and in good faith with the Issuer 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. 
 
Limited Operating History and Lack of Profits 
 
The Issuer is an early-stage biopharmaceutical company with a limited operating history. The likelihood of 
success of the Issuers business plan must be considered in light of the problems, expenses, difficulties, 
complications and delays frequently encountered in connection with developing and expanding early-
stage businesses and the regulatory and competitive environment in which the Issuer operates. 
Biopharmaceutical product development is a highly speculative undertaking, involves a substantial 
degree of risk and is a capital-intensive business. Therefore, the Issuer expects to incur expenses without 
any meaningful corresponding revenues unless and until it is able to obtain regulatory approval and 
subsequently sell its products in significant quantities. To date, the Issuer has not generated any revenue 
from its products. The Issuer has incurred losses and anticipates that its losses will increase as it 
continues its development and clinical trials and seeks regulatory approval for the sale of its therapeutic 
product. There can be no assurance that it will have earnings or positive cash flow in the future. Further, 
even if the Issuer is able to commercialize any of its product candidates, there can be no assurance that 
the Issuer will generate significant revenues or ever achieve profitability. 
 
The Issuer expects to continue to incur substantial losses for the foreseeable future, and these losses 
may be increasing. The Issuer is uncertain about when or if it will be able to achieve or sustain 
profitability. If the Issuer achieves profitability in the future, it may not be able to sustain profitability in 
subsequent periods. 
 
Uninsured Risks 
 
The Issuer may become subject to liability for hazards that cannot be insured against or against which it 
may elect not to be so insured because of high premium costs. Furthermore, the Issuer may incur 



 

 

liabilities to third parties (in excess of any insurance coverage) arising from any damage or injury caused 
by the Issuer’s operations. 
 
Market for Securities and Volatility of Share Price 
 
There can be no assurance that an active trading market in the Issuer’s securities will be established or 
sustained. The market price for the Issuer’s securities could be subject to wide fluctuations. Factors such 
as announcements of quarterly variations in operating results, as well as market conditions in the 
industry, may have a significant adverse impact on the market price of the securities of the Issuer. The 
stock market has from time to time experienced extreme price and volume fluctuations, which have often 
been unrelated to the operating performance of particular companies. 
 
Competition 
 
The Issuer faces competition from other biotechnology and pharmaceutical companies and its operating 
results will suffer if the Issuer fails to compete effectively. The biotechnology and pharmaceutical 
industries are intensely competitive and subject to rapid and significant technological change. The 
Issuer’s potential competitors globally include large, well established pharmaceutical companies and 
specialty pharmaceutical sales and marketing companies. Many of these competitors have substantially 
greater name recognition, commercial infrastructures and financial, technical and personnel resources 
than the Issuer. If the Issuer is not able to compete effectively against its current and future competitors, 
its business will not grow and its financial condition and operations will suffer. 
 
Fluctuating Prices 
 
The Issuer’s revenues, if any, are expected to be in large part derived from products and services. 
Factors beyond the control of the Issuer including, but not limited to, international economic and political 
trends, currency exchange fluctuations, economic inflation and expectations for the level of economic 
inflation in the consuming economies, interest rates and global and local economic health and trends, 
may impact the price of such products and services. There is no assurance that the Issuer will always be 
able to reduce the risk or minimize the effect of any such fluctuations. 
 
Key Person Insurance 
 
The Issuer does not maintain key person insurance on any of its officers, and as a result, the Issuer 
would bear the full loss and expense of hiring and replacing any officer in the event the loss of any such 
persons by their resignation, retirement, incapacity, or death, as well as any loss of business opportunity 
or other costs suffered by the Issuer from such loss of any officer. 
 
Currency Exchange Risks 
 
In the event that a market for the Issuer’s products develop in a foreign market and income is received in 
a foreign currency or if it has payables in a foreign currency, the Issuer would be exposed to fluctuations 
of such currency as compared to the Canadian and United States dollar. 
 
Additional Securityholder Risk 
 
There is no risk that securityholders of the Issuer may become liable to make an additional contribution 
beyond the price of the security. 

 


