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This document and the material contained herein are confidential and are not to be disclosed to the public. This is for information purposes only and may not be reproduced or distributed 
to any other person or published, in whole or part, for any purpose whatsoever. Certain information contained herein and certain oral statements made are forward-looking and relate to 
PharmaAla Biotech Inc. (“the Company”) business strategy, product development, timing of product development, events and courses of action. Statements which are not purely historical 
are forward-looking statements and include any statements regarding beliefs, plans, outlook, expectations or intentions regarding the future including words or phrases such as anticipate, 
objective, may, will, might, should, could, can, intend, expect, believe, estimate, predict, potential, plan, is designed to or similar expressions that suggest future outcomes or the negative 
thereof or similar variations. Forward-looking statements may include, among other things, statements about: our expectations regarding our expenses, sales and operations; our future 
customer concentration; our anticipated cash needs and our estimates regarding our capital requirements and our need for additional financing; our ability to anticipate the future needs of 
our customers; our plans for future products and enhancements of existing products; our future growth strategy and growth rate; our future intellectual property, research and development, 
product formulations and business lines; and our anticipated trends and challenges in the markets in which we operate. Such statements and information are based on numerous 
assumptions regarding present and future business strategies and the environment in which the Company will operate in the future, including the demand for our products, anticipated 
costs, and ability to achieve goals. Although we believe that the assumptions underlying these statements are reasonable, they may prove to be incorrect. Given these risks, uncertainties, 
and assumptions, you should not place undue reliance on these forward-looking statements. Forward-looking statements are subject to known and unknown risks, uncertainties and other 
important factors that may cause the actual results to be materially different from those expressed or implied by such forward-looking statements, including but not limited to, business, 
economic and capital market conditions; the ability to manage our operating expenses, which may adversely affect our financial condition; our ability to remain competitive as other better 
financed competitors develop and release competitive products; regulatory uncertainties; market conditions and the demand and pricing for our products; security threats, including a 
loss/theft of proprietary technology; our relationships with regulatory bodies, our customers, distributors and business partners; our ability to successfully define, design and release new 
products in a timely manner that meet our customers needs; our ability to attract, retain and motivate qualified personnel; competition in our industry; our ability to maintain technological 
leadership; the impact of technology changes on our products and industry; our failure to develop new and innovative products; our ability to successfully maintain and enforce our 
intellectual property rights and defend third-party claims of infringement of their intellectual property rights; the impact of intellectual property litigation that could materially and adversely 
affect our business; our ability to manage working capital; and our dependence on key personnel. The Company is an early stage company with a short operating history; and it may not 
actually achieve its plans, projections, or expectations. Important factors that could cause actual results to differ materially from the Company’s expectations include, litigation, equipment 
failures, increase in operating costs, security threats including a loss/theft of intellectual property, government regulations, loss of key employees and consultants, additional funding 
requirements, changes in laws, technology failures, competition, and failure of counter-parties to perform their contractual obligations. Except as required by law, we undertake no 
obligation to update or revise any forward-looking statements, whether as a result of new information, future events or otherwise, after the date on which the statements are made or to 
reflect the occurrence of unanticipated events. Neither we nor any of our representatives make any representation or warranty, express or implied, as to the accuracy, sufficiency or 
completeness of the information in this presentation. Neither we nor any of our representatives shall have any liability whatsoever, under contract, tort, trust or otherwise, to you or any 
person resulting from the use of the information in this presentation by you or any of your representatives or for omissions from the information in this presentation.

Certain information contained herein is based on, or derived from, information provided by independent third-party sources. The Company believes that such information is accurate and 
that the sources from which it has been obtained are reliable. The Company cannot guarantee the accuracy of such information, however, and has not independently verified the 
assumptions on which such information is based. The Company does not assume any responsibility for the accuracy or completeness of such information.



PharmAla Biotech Inc. is a Canadian Biotechnology company 
dedicated to the manufacture and sales of MDMA in service to 
the burgeoning clinical research community.
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Company 
Overview

● PharmAla Biotech is an early stage drug development and API manufacturing company founded in 
December 2020 to serve the needs of the clinical and corporate research community.

● PharmAla was founded in the belief that MDMA and its analogs represent a monumental opportunity for 
the treatment of a number of conditions.  

● Currently, there is a global shortage of MDMA to sustain critical research. While MDMA is an off-patent 
molecule, the process development and regulatory burden for the manufacture of a controlled substance 
have significantly narrowed the number of manufacturers.

● PharmAla Biotech, in concert with our manufacturing partners, are currently the only manufacturers of 
MDMA for human use (manufactured under Good Manufacturing Practice guidelines) in Canada.

● PharmAla also believes that there are significant improvements to be made to the MDMA molecule and 
to other associated analogs of MDMA. Working in conjunction with our scientific advisors, the PharmAla 
team has developed and submitted provisional patents for 2 novel formulation processes and 2 
substances: 

● A novel formulation of MDMA which preclinical research has shown to be less neurotoxic than 
traditional MDMA

● A novel formulation of an MDMA analog which is not a Controlled substance in Canada
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Market Background

The Psychedelics market in the US is growing with a 
CAGR of 16.3% in the forecast period of 2020 to 2027 

and expected to reach USD 6,859.95 million by 2027 from

USD 2,077.90 million in 20192.
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2 Data Bridge Market Research - U.S. Psychedelic Drugs Market 
– Industry Trends and Forecast to 2027

● Only MDMA has been granted “Breakthrough” status by the FDA.

● PharmAla is currently the only dedicated GMP MDMA manufacturer in North 
America.

● The first Phase 3 clinical trial for MDMA has been successfully completed, and it is 
likely to be approved within the next 3 years.
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Our
Business
Lines
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MDMA Molecule
OFF-PATENT, GENERIC

API Manufacturing

Sales to psychedelics 
companies and researchers

IP development of 
manufacturing innovation

CMC Excellence

Cashflow

Novel Chemical 
Entities (NCEs)

Better safety profile, fewer 
adverse events

New indications to target

Efficient regulatory plan

Drug Delivery

Novel delivery mechanisms

Patent opportunities, 
research, new standards 

of care
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Our
Business
Lines
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MDMA Molecule
OFF-PATENT, GENERIC

API Manufacturing
Process Development and 

Manufacturing necessary to 
complete drug 

development of NCEs as 
well as manufacture 

generic MDMA

Ability to tech-transfer 
process into other facilities, 
whether owned or contract

Novel Chemical 
Entities (NCEs)
2 Provisional Process 

Patents filed in Q1 2021

1 Composition of Matter 
Patent submitted in Q3 
2021 covering 2 MDXX 

molecules

Drug Development 
Pipeline of 6 NCEs

Drug Delivery
Preclinical research design 

complete

Partnership with one of the 
largest generics 

manufacturers in Canada

Research partnership with 
major US Medical school
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MDMA 
Manufacture

● PharmAla Biotech, in concert with our manufacturing partners, are currently the only manufacturers of 
MDMA for human use (manufactured under Good Manufacturing Practice guidelines) in Canada.

● Recent Regulatory changes in the US have given “Breakthrough” status to treatments based on MDMA1. 
MDMA has shown significant promise in the treatment of Post-Traumatic Stress Disorder, as well as a 
number of other mental health disorders. MDMA is being investigated for treatment of alcohol addiction 
and eating disorders, and has been indicated for  several other conditions in preclinical studies.

● In Canada, upcoming changes to the “Special Access Program” will allow for significantly reduced 
regulatory burden for clinical researchers looking to perform pharmaceutical trials on MDMA with human 
subjects. Due to the beneficial regulatory environment in Canada, as well as a concentration of 
researchers with experience in Psychedelics, it is poised to become one of the top countries for MDMA 
research.

● PharmAla is manufacturing MDMA in Canada through its partnership with a well-known Canadian 
Contract Development/Manufacturing Organization (CDMO) and has performed the process 
development necessary to successfully manufacture MDMA for human use at scale.

● GMP MDMA is highly valuable, costing researchers as much as $9000 a gram according to recent public 
statements.
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PharmAla Biotech has developed the first legal 
commercial value chain in North America for 
clinical-grade GMP MDMA products

Process 
Development 

and 
GMP API 

Manufacturing 
at a world class 
Canadian site 

Delivery of final 
drug form or 
API to global 

research sites or 
commercial 

channels

GMP Final Drug 
Form 

Production at a 
leading global 

Canadian 
pharmaceutical 
manufacturer 

API
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Drug 
Development

● PharmAla Biotech has submitted 3 provisional patents for novel processes and formulations relating to 
MDMA and its analog molecules.

● PharmAla has developed a novel formulation of MDMA which is less neurotoxic and less likely to 
generate adverse events such as Hyperthermia. PharmAla has postulated a Mechanism of Action for 
these adverse events which is being investigated at a major US medical school as a proof-of-concept.

● PharmAla has also developed a novel formulation of a non-controlled MDMA analog, and has a drug 
pipeline of 3 NCEs.

● PharmAla has completed manufacture of 2 of the formulations in question, allowing for conversion of our 
Provisional patents into full patents at our discretion. PharmAla’s medical chemistry and CMC expertise is 
crucial to drug development efforts.

● PharmAla’s research partnership, established in fall 2021, should yield results by Q1 of 2022, leading to a 
presubmission meeting with FDA no later than Q2 2022.
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Potential 
Clinical Uses 
of MDMA

● In addition to treatment for individual sufferers of PTSD, MDMA is under 
evaluation as a potential treatment for couples therapy, eating disorders, 
alcohol addiction, anxiety and depression.

● Numerous researchers have indicated to PharmAla that they are interested in 
MDMA research, but are unable to move forward due to the extreme difficulty 
in setting up research for controlled substances and in securing a supply of 
clinical-grade product.

1
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PTSD
8 million 

Eating 
Disorders
29 million

Alcohol 
Addiction
14 Million

Annual Clinical Indications for MDMA in North 
America

Couples Therapy
80 Million

NCEs
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Regulatory 
Plan

1. PharmAla’s regulatory plan was designed in concert with its 
research plan. PharmAla is a “regulatory first” organization.

2. The nature of PharmAla’s modifications to the MDMA molecule 
will allow for PharmAla to accelerate through pre-clinical and 
into clinical research before the end of 2022, subject to FDA 
approval.

3. PharmAla’s regulatory plan allows for the possibility of approval 
for PharmAla’s NCEs for all relevant approved indications for 
MDMA, and is not subject to statutory exclusion periods.

4. In regions outside of the US, PharmAla has a clear and rapid 
path to approval for its GMP MDMA as a generic drug upon 
approval of MDMA as a therapeutic molecule by any party.

1
2

NCEs
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2022 Projected Milestones
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Q1

• Public Listing on the CSE 
(Ticker MDMA)

• Initiation of preclinical 
rodent models for ALA001, 
002, and 003

• Contracting for research in
Canada on ABA001, 002,
003

• GMP API Manufacture of 
MDMA (1kg)

• Drug product formulation for 
GMP encapsulation begun

Q2

• Drug product encapsulation 
completed

• Patent substantiation for 6 
PharmAla drug candidates

• Preprint publication of 
relative toxicology of 
ALA001-003

• Completion of preclinical
research into ABA001-003

• Completion of
computational chemistry for 
new drug candidates

Q3

• Delivery of generic MDMA 
to phase 2 clinical trial 
customers

• Pre-IND meeting with FDA 
to present findings for ALA-
001-003

• Meeting w/ international 
regulators to present 
preclinical  research on 
ABA001-003

• Submission of patents for 
Gen2 drug candidates

Q4

• Initiation of human Clinical 
Trial workstream

• Preparation of generic 
MDMA product for Phase 3 
sales and distribution

• Initiation of drug delivery
workstream



Our
Team
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Nicholas Kadysh
CEO

Carmello Marelli
CFO

Shane Morris
COO

Harpreet Kaur
VP, Research
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Our
Board
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Jodi Butts
Board Chair

Nicholas Kadysh
President

Fraser Macdonald
Director

PROFESSOR, UNIVERSITY OF CHICAGO
Editor, Psychopharmacology

Prof. Harriet De Wit 
Director

Perry Tsergas
Director

Dr. Malik Slassi
Director

Solomon Elimimian
Director
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Strategic
Advisory
Board

Scientific 
Advisory 
Board
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Michael Frank
CEO

REVIVE THERAPEUTICS

Fabio Chianelli
Chairman + CEO

PHARMATHER INC.

Marc Afilalo MD
Director, Emergency Medicine

JEWISH GENERAL HOSPITAL 
MONTREAL

Michael Nederhoff
CEO

SHELTER CANNABIS

Dr. Christopher Harris, PhD

TOXICOLOGIST

Dr. Leonard Howell, PhD

Professor Emeritus,
Emory University
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www.pharmala.ca

investors@pharmala.ca

http://www.pharmala.ca
mailto:investors@pharmala.ca


Appendix:
2021 Milestones
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Q1

• Private Placement round

• Provisional process patent on 
MDMA production

• Provisional Patent on MDMA 
molecule Synthesis

• Submission of Comments to 
Health Canada on proposed 
changes to the Special Access 
Program (SAP)

Q2

• Initialization of Process 
Development workstream

• Second private investment 
round

• Exclusive agreement with 
Contract Manufacturing 
Partner (CMO)

• Patent for 2 NCEs filed

Q3

• Initiation of Drug 
Development Workstream

• Contract for Encapsulation 
and Sales of GMP MDMA 
signed

• Submission of Prospectus for 
public listing

Q4

• Process Development 
Complete, GMP manufacturing 
process locked

• Formulation development 
begins

• Research partnership with 
major US medical school

• Partnership with Researchers 
to establish novel therapeutic 
uses of MDMA 


