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§ Conclusions ─ We are initiating on FSD Pharma with a Buy rating and a Price 
Target of $11 based on potential of FSD201 in treating COVID-19. FSD Pharma is 
developing FSD201 (ultra-micronized palmitoylethanolamide (PEA), a fatty acid 
amide that has anti-inflammatory and analgesic properties for treating COVID-19. 
FSD201 could also be potentially developed for osteoarthritis of knee, 
endometriosis, and chronic pain. It has a novel mechanism of action by stimulating 
the CB2 receptor. FSD201 was safe and well tolerated in a Phase 1 trial conducted 
in Australia. The company has completed interactions with the U.S. Food and Drug 
Administration (FDA) and plans to submit an Investigational New Drug Application 
for the use of FSD201 to treat COVID-19. FSD201 has potential in other disease 
areas like pain where endocannabinoid system has been shown to play a role.  We 
see a favorable risk-reward proposition as the pipeline advances. 
 

§ FSD201 is ultra-micronized palmitoylethanolamide that has enhanced 
bioavailability ─ FSD201 is ultra-micronized palmitoylethanolamide which has 
enhanced bioavailability. The endocannabinoid system plays a central role in 
resolution of inflammation and selective pharmacological agonism of cannabinoid 
receptors can inhibit pro-inflammatory cytokines and induce lipid mediators that 
resolve inflammation and restore homeostasis. There are indications of therapeutic 
potential of PEA in chronic inflammatory diseases where resolution of inflammation 
is impaired. 

§ FSD201 safe and well tolerated in Phase 1 trial ─ In a randomized, double-blind, 
placebo-controlled trial conducted at a single site in Australia in 48 healthy adults, 
FSD201 was safe and well tolerated with no serious adverse events, no abnormal 
laboratory findings, and no accumulation of the drug. The trial tested single 
ascending doses of 600mg to 2,400mg administered twice daily for seven days 
and looked at food effect. The side effects were mild and self-limiting and not 
related to the drug, all subjects completed the trial.  Analysis of pharmacokinetic 
profile of FSD201 is ongoing and the data will facilitate the investigational new drug 
(IND) submission with the FDA. 
 

§ FSD201 IND filing expected near term for Phase 2 proof of concept trial in 
COVID-19 ─ FSD Pharma is working on submission of the investigational new drug 
(IND) submission with the FDA for treating COVID-19. The company has had 
positive interactions with the U.S. Food and Drug Administration (FDA) on 
advancing FSD201 for treating COVID-19. PEA has been shown to have potent 
anti-inflammatory activity and should lead to reduction of pro-inflammatory 
cytokines associated with COVID-19. 
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Targeting the Endocannabinoid System to Treat 
Inflammatory Diseases – Initiating Buy with $11 Target 
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Advancing ultra-micronized-PEA for inflammatory diseases 
 
FSD Pharma has two divisions FV Pharma and FSD Pharma Bioscience. FV Pharma is a 

licensed producer of cannabis, FDS Pharma is planning to divest FV Pharma due to 

competitive reasons and focus on drug development. FSD Pharma Bioscience is 
undertaking research and development, and clinical development of synthetic cannabinoid-

based treatments of central nervous system disorders and autoimmune diseases of the 

skin, GI tract, and musculoskeletal system. FSD201 ultra-micronized palmitoylethanolamide 
(PEA), is a fatty acid amide that as anti-inflammatory and analgesic properties is being 

developed for COVID-19. FSD201 has potential in other disease areas like pain where 

endocannabinoid system has been shown to play a role.   
 

Palmitoylethanolamide (PEA) has analgesic and anti-inflammatory properties 
 
Palmitoylethanolamide (PEA) has been shown to have anti-inflammatory and analgesic 

properties in animal models and clinical trials. PEA has been shown to be active at doses 

of 300mg to 2400mg daily with no dose limiting side effects or clinically relevant drug-drug 
interactions. The key anti-inflammatory effects of PEA are modulated by its high affinity of 

the PPAR-α. PEA has been shown to accumulate in tissues impacted by inflammation and 

ischemia, suggesting its protective role in preventing tissue damage. PEA does not seem 
to have affinity for CB1 or CB2 receptor, but it seems to stimulate CB2 receptor directly or 

indirectly. 

 

PEA can activate the transcription factor PPARα, the G-protein-coupled receptor GPR119, 
the vanilloid receptor, and several ion channels. Endocannabinoids are also able to activate 

these receptors. Enhancing the activity of endocannabinoid indirectly may overcome some 

of the challenges of psychoactive properties of plant-derived or synthetic agonists. 
 

Endocannabinoid system maintains body homeostasis and plays important role in 
various functions 

Endocannabinoids are natural cannabis-like molecules produced by the body that play an 
important role in cell signaling.  They maintain homeostasis in response to changes in the 

environment. Endocannabinoid receptors are expressed in brain, nerves, skin, immune 

cell, bone, fat tissue, liver, and gastrointestinal track. They play role in pain, memory, 
mood, appetite, stress, sleep, metabolism, immune function, and reproductive function.  

Modulating the activity of the endocannabinoid system holds therapeutic potential in 

multitude of diseases raging from Parkinson’s, Huntington disease, neuropathic pain, 

multiple sclerosis, spinal cord injury, cancer, atherosclerosis, myocardial infarction, stroke, 
hypertension, glaucoma, obesity/metabolic syndrome, and osteoporosis. 
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Palmitoylethanolamide (PEA) has potential to treat mast cell-induced lung 
inflammation in COVID-19 

Human coronavirus SARS-CoV-2 (CoV-19) pandemic emerged in late 2019 and causes 
COVID-19 disease, a respiratory tract infection. COVID-19 viral infection can cause 

severe lung infection/pneumonia which leads to hypoxia and lung injury. The rapid decline 

in respiratory function/ acute respiratory distress syndrome (ARDS) can cause death. 

ARDS is associated with robust activation of the immune system resulting in systemic 
inflammatory response/ cytokine storm. As per World Health Organization (WHO) 

Coronavirus Disease (COVID-19) dashboard as of August 19, 2020 there were ~22 million 

confirmed cases of COVID-19, and ~776,000 deaths. 

Mast cells play an important role in the pathogenesis of viral infections by mediating 
inflammation. Virus activate mast cells through toll like receptor (TLR) releasing chemical 

pro-inflammatory compounds and cytokines. There are reports in literature indicating 

activation of mast cells by SARS-CoV-2 infection. The production of pro-inflammatory 
cytokines by mast cell viral activation leads to increase pulmonary inflammation and 

fibrosis. Palmitoylethanolamide (PEA) a nuclear factor agonist, an endogenous fatty acid 

amide, exerts a variety of biological effects, related to chronic inflammation and pain, is 
involved also in mast cells homeostasis with an inhibitory and protective effect on the 

respiratory tract during viral infections. It has been hypothesized that PEA can suppress 

mast cell activation and pro-inflammatory mediators release and has potential to play an 
anti-inflammatory therapeutic role in the inflamed lung of patients with COVID-19. 

FSD201 is ultra-micronized palmitoylethanolamide that has enhanced bioavailability  

FSD201 is ultra-micronized palmitoylethanolamide which has enhanced bioavailability. 

The endocannabinoid system plays a central role in resolution of inflammation and 

selective pharmacological agonism of cannabinoid receptors can inhibit pro-inflammatory 
cytokines and induce lipid mediators that resolve inflammation and restore homeostasis. 

There are indications of therapeutic potential of PEA in chronic inflammatory diseases 

where resolution of inflammation is impaired. 

FSD201 safe and well tolerated in Phase 1 trial  

In a randomized, double-blind, placebo-controlled trial conducted at a single site in 

Australia in 48 healthy adults, FSD201 was safe and well tolerated with no serious 
adverse events, no abnormal laboratory findings, and no accumulation of the drug. The 

trial tested single ascending doses of 600mg to 2,400mg administered twice daily for 

seven days and looked at food effect. The side effects were mild and self-limiting and not 
related to the drug, all subjects completed the trial.  Analysis of pharmacokinetic profile of 

FSD201 is ongoing and the data will facilitate the investigational new drug (IND) 

submission with the FDA. 
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FSD201 IND filing expected for Phase 2 proof of concept trial in COVID-19 

FSD Pharma is working on submission of the investigational new drug (IND) submission 

with the FDA for treating COVID-19. The company has had positive interactions with the 
U.S. Food and Drug Administration (FDA) on advancing FSD201 for treating COVID-19. 

PEA has been shown to have potent anti-inflammatory activity and should lead to 

reduction of pro-inflammatory cytokine associated with COVID-19. 

Phase 2 plans for FSD201 proof of concept trial in COVID-19 

We believe that the Phase 2 trial will have multiple sites in U.S and Canada. We expect a 
3 arm trial looking at two doses compared to standard of care. We expect that the trial will 

have about 300-400 patients and will test 600mg of FSD201 dosed twice daily on top of 

standard of care for 14 days, 1200mg of FSD201 dosed twice daily on top of standard of 
care for 14 days, and standard of care. The trial is expected to enroll hospitalized patients 

who have not been intubated. The trial is expected to look at the benefit of FSD201 in 

avoidance of ventilation, and all cause mortality at 28 days. The trial will also look at 
biomarkers of cytokines including, IL-1, IL-6, and IL-10. We believe that the data from the 

COVID-19 trials can be leveraged for advancement of FSD201 in other indications. 

Commercial strategy focused on targeting endocannabinoid system 

FSD Pharma is advancing drugs targeting the endocannabinoid system. FSD201 is a 

ultramicronized palmitoylethanolamide that has natural anti-inflammatory properties and 
has improved oral bioavailability. Though the initial focus is on treatment of COVID-19, it 

has potential in other indications like osteoarthritis and endometriosis with meaningful 

market opportunities. FSD Pharma has global rights for FSD201 except Italy and Spain. 
FSD Pharma is also looking to in-license other molecules targeting the endocannabinoid 

system to expand its pipeline. 

Competitive space is evolving  

The competitive space targeting the endocannabinoid system is evolving with several 

companies advancing drugs targeting the endocannabinoid system. There are several 

companies developing drugs targeting the cannabinoid receptor 2 (CB2) receptor, we 
highlight a couple. Arena Pharmaceuticals (NASDAQ: ARNA: Not Rated) is developing 

Olarinab (APD371) a CB2 receptor agonist for gastrointestinal pain associated with 

irritable bowel syndrome, and pain associated with irritable bowel disease. Corbus 
Pharmaceuticals (NASDAQ: CRBP: Not Rated) is developing lenabasum, a CB2 receptor 

agonist for systemic sclerosis, dematomyositis, systemic lupus erythematosus and cystic 

fibrosis. 
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Company Description 

FSD Pharma has two divisions FV Pharma and FSD Pharma Bioscience. FV Pharma is a 

licensed producer of cannabis, FDS Pharma is planning to divest FV Pharma due to 
competitive reasons and focus on drug development. FSD Pharma Bioscience is 

undertaking research and development, and clinical development of synthetic cannabinoid-

based treatments of central nervous system disorders and autoimmune diseases of the 
skin, GI tract, and musculoskeletal system, such as chronic pain. FSD201 ultra-micronized 

palmitoylethanolamide (PEA), is a fatty acid amide that as anti-inflammatory and analgesic 

properties is being developed for COVID-19. FSD201 has potential in other disease areas 
like pain where endocannabinoid system has been shown to play a role.   

 

Financials and valuation 

We view our financial model to be conservative on the following metrics that could prove 

to have upside over time: 

• Probability of success in treating COVID-19 

• Potential in other indications not included in our valuation 

• Market share and ramp assumptions 

• Cost of goods sold 

• Potential expansion into other indications 

Hence, we see extremely attractive upside to the stock over time with successful 

development of FSD201 in treatment of COVD-19 and other indications. 

FSD Pharma is funded into 2021 

FSD Pharma had ~ Canadian $13.4 million in cash as of June 30, 2020. It completed a 
registered direct offering of US $10 million in August 2020. We expect cash to be sufficient 

to fund operations and development of pipeline into 2021. 

Investment Strategy 
 

FSD Pharma’s asset FSD201 has been found to be safe and well tolerated in the Phase 1 

study. PEA has been used extensively in Europe. FSD201 has potential for treating COVID-
19 and pain. However, it is still in early stages of development, and needs to be de-risked 

further through clinical trials. At this point, a lot of potential is presented, but it needs to be 

realized in early- and late-stage trials. We model the value of FSD201 with its potential in 
COVID-19 and give it a 20% probability of success. With early successes though, there 

would be a lot of interest in the asset, and there may be potential for partnerships, or 

collaborations for late clinical development. Continued success would see other big 
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pharmaceutical companies getting interested in the asset. The company presents a 

favorable risk-reward proposition as the pipeline advances. 
 

We Value FSD Pharma using NPV 
 

We value FSD Pharma based on probability adjusted net present value (NPV) valuation of 

commercial potential of FSD201 in treatment of COVID-19. We estimate that there are ~5.5 
million COVID-19 infected patients in the U.S. We expect the number of infected patients to 

increase over time. We model that 60% of patients will have symptomatic disease and will 

need treatment. We estimate FSD201 revenues, COGS, R&D expenses, and SG&A in 

NASH and calculate profit after tax until 2033, when we expect FSD201 patent and patent 
term extensions to expire. We calculate NPV based on the profit after tax in treatment of 

COVID-19. We assume a 20% probability of success. We assume achieving peak 

penetration of 3% in 2029. We conservatively assume an annual price of $6,000 per patient. 
We apply a discount rate of 10%, which we believe is appropriate for a Phase 1 clinical 

stage biotechnology company, to our net present value calculations on top of the probability 

adjustments we apply to account for the development risks associated with these programs. 
Based on our calculations we reach our Target Price of $11. 

 
 
Exhibit 1: FSD Pharma NPV Valuation 

 
 
Source: Brookline Capital Markets Estimate 
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Risks 
 
Like any other company in the therapeutics space, FSD Pharma is facing financing, clinical, 

developmental, regulatory, commercial, and intellectual property risks. If these risks are 

greater than our expectations, the share price may not meet our target price. 
 

Developmental Risk 
 
The company needs to complete further clinical evaluation for FSD201, and substantial risk 

is involved. Risks include failure to enroll patients, failure of clinical trials, unfavorable 

efficacy and/or safety profile, better performance by competitors, and other unforeseen 
causes for failure or discontinuation of studies. 

 

Regulatory Risk 
 
All clinical products under development have regulatory risk as they need to meet all the 

requirements of regulatory authorities for approval and continued marketing. There is a 

possibility for regulatory authorities to require additional trials and/or post approval 
commitments. These could cause substantial delays or discontinuations of trials or entire 

programs, substantially hurting company valuations. 

 
Commercial Risk 
 

The therapeutic markets are competitive despite significant unmet need. FSD Pharma does 
not yet have experience with commercial product launch. FSD Pharma will need to obtain 

pricing and reimbursement approvals following regulatory approval and before commercial 

launch. While orphan drug therapies command premium pricing, adoption and wider market 
access are determined by willingness on part of the physicians and the payers. There could 

be resistance or reluctance, and risks from other competitor products that will determine the 

launch trajectory. 
 

Intellectual Property Risk 
 
FSD Pharma has license for patents covering ultramicronized PEA alone and in 

combination with other molecules. Ultramicronized PEA as dingle agent patents cover 

composition and use. The combination patents cover combination with opioids for pain, and 

combination with silymarin for treatment of chronic kidney disease. The composition of 
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matter patents expires in 2029. The combination patents expire in 2033 and 2034. There is 

a possibility that pending patent applications may not lead to issuance of patents or may be 
issued with narrow claims.  

Financials 
 
Exhibit 2: FSD Pharma Annual P&L ($) 

 
Source: Company reports, Brookline Capital Markets Estimate  
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Exhibit 3: FSD Pharma Quarterly P&L (CA$) 

Source: Company reports, Brookline Capital Markets Estimate  
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Exhibit 4: FSD201 U.S Market Model 

 
Source: Company reports, Brookline Capital Markets Estimate  
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Exhibit 5: FSD Pharma Balance Sheet ($) 

 
Source: Company reports, Brookline Capital Markets Estimate 
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