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Aptorum Group Ltd.                      (APM_US) 
Earnings Update Note                                             Specialty Pharma 

September 20, 2021 

Clearance From US FDA to Open IND Clinical Trials on SACT-1 
In September 2021, Aptorum Group received clearance from the US 
FDA to open an IND to conduct clinical trials on SACT-1, an orally 
administered small molecule repurposed drug for the treatment of 
neuroblastoma. The IND-opening study is a bioavailability/Food 
Effect study, followed by a Phase 1b/2a trial in neuroblastoma 
patients which is subject to further FDA approval. 
 
Dr. Clark Cheng, Chief Medical Officer and Executive Director of 
Aptorum Group, commented: “Further to our current ALS-4 clinical 
trial program, we are pleased to announce the clearance from the US 
FDA regarding our IND application to initiate clinical trials for SACT-
1. This represents another key milestone for the company and one 
of the targeted strategic goals for the year of 2021. This milestone 
supports the focus of Aptorum Group in the United States and 
reflects the potential of our scientific rigor and novel approach of 
our products. Neuroblastoma is a highly unmet solid tumor arising 
in the nervous system outside of the brain predominantly in 
pediatric patients. The clinical behavior of neuroblastoma is highly 
variable with majority cases being highly aggressive. We believe 
that SACT-1 has the potential to effectively target this disease and 
address the unmet demands of such.”  
 
Based on the prior recommendations provided by the US FDA in 
company’s Pre-IND meeting, the IND-opening clinical trial, a 
bioavailability/food effect study which is believed to last for 
approximately four months, will be conducted in the United States, 
followed by a planned Phase 1b/2a trial in pediatric patients 
suffering from relapsed or refractory high-risk neuroblastoma, 
subject to further clearance by the US FDA. The objective of the 
bioavailability/food effect study is to compare the relative 
bioavailability of the newly developed SACT-1 pediatric formulation 
in healthy adult subjects.  
 
About SACT-1  
SACT-1 is an orally administered repurposed small molecule drug to 
target neuroblastoma. SACT-1’s mechanism has been investigated in 
our preclinical studies to enhance tumor cell death and suppress 
MYCN expression (a common clinical diagnosis in high-risk or 
relapsed neuroblastoma patients where an amplification of MYCN is 
usually observed). SACT-1 is designed to be used especially in 
combination with standard-of-care chemotherapy.  
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Phase I Clinical Trials for ALS-4 on Humans achieves further progress in 
July 2021  
In May 2021, Aptorum Group announced its ongoing Phase I clinical trial for 
one of its lead programs, ALS-4, an orally administered small molecule drug 
for the treatment of infections caused by Staphylococcus aureus including 
MRSA, under which two initial cohorts of the SAD portion of the trial in 
healthy male and female adult subjects have been completed with no serious 
adverse events observed. In July 2021, the Company further announced two 
additional cohorts (Cohort C & D) of the SAD portion have been completed 
with no serious adverse events observed. In total, up to 6 cohorts for SAD and 
3 cohorts for MAD have been planned. The MAD study is commencing in Q3, 
2021. 
 
Mr. Ian Huen, Chief Executive Officer and Executive Director of Aptorum 
Group Limited said- 
“During the first half of 2021, we remained focused on advancing the 
development of our therapeutic programs. As announced in early 2021, our 
ALS-4 program (targeting infections caused by Staphylococcus aureus 
including MRSA) commenced a Phase 1 clinical study in Canada. We are 
pleased that 5 total cohorts, which represent the essential part of the single 
ascending dose (“SAD”) portion of the trial, have been completed without any 
serious adverse events being observed. On the basis of ALS-4’s favourable 
safety profile, we are commencing the multiple ascending dose (“MAD”) 
portion of the trial in Q3, 2021. Our other lead program SACT-1 (targeting 
neuroblastoma), has also received clearance from the US FDA to commence 
clinical trials in the United States. SACT-1 will be our second therapeutic 
program entering into the clinical phase. Our RPIDD program (liquid biopsy 
based approach to infectious disease rapid diagnostics) is also progressing 
well and we are very pleased to continue its clinical validation currently in 
collaboration with A*Star. Finally, we are excited to continue with our efforts 
of commercialising our NativusWell® DOI product, a novel supplement 
targeting woman’s health including menopausal symptoms. We are also 
excited to continue to identify and progress on certain other potential novel 
therapeutic candidates, including our ongoing assessment of a number of 
novel immunomodulators developed by Yale University targeting major 
autoimmune diseases, as we announced earlier in the year”. 
   
Short-Term Price Target US$15; 466% Upside  
We maintain a one-year short-term PT on Aptorum of US$15 per share 
implying an upside of 466% over the current price of US$2.65 for the stock. 
We had initiated coverage on Aptorum on 24 April 2019 with a target price 
of US$25 per share and had revised it upwards to US$35 per share on account 
of the expected incremental value from the newly launched Smart-ACT 
Platform. Interestingly, the stock reached a high of US$14.23, just short of our 
target price of US$15 per share after the announcement of infectious disease 
liquid biopsy start-up. We believe that the new technological startup will add 
more value to the company’s stock when the revenue starts to accrue from it 
in the next couple of years.  
  
The stock had reached an all-time high of US$33.28 in June 2019, which is 
consistent with our long-term US$35 target price, and we believe helps to 
reaffirm both our thesis and valuation/target.  We continue to maintain our 
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long-term price target at US$35 per share with a one-year short-term price 
target of US$15 per share implying an upside of 466%. The long-term price 
target partly includes the conservative DCF value from the Smart-ACT 
Platform. Once the Smart-ACT Platform and the RPIDD technology startup 
start to deliver on the expected lines we will include the complete DCF 
value and revise the stock price accordingly.   
  
Stock Upside from Strong Pipeline  
We believe that Aptorum’s projects satisfy large unmet needs in each of 
their respective therapeutic areas, and Aptorum would have the ability to 
capture a significant portion of their target markets if successfully 
commercialized.    
  
We factor in a value of US$400 million which is 20% of the total DCF value 
of US$2 billion (lower estimate) which is attributable to Aptorum from the 
Smart-ACT platform in 2021.  Apart from the Smart-ACT platform, the 
equity value of Aptorum amounts to US$676 million.    
  
We thus arrive at a combined value for the Smart-ACT platform and 
existing new drug development business to US$1076 million for Aptorum. 
Our DCF value is also supported by our sum-of-the-parts [SOTP] valuation 
in which we value each of the three lead projects separately and obtained 
a value of US$450 million for ALS-4, US$154 million for NLS-1 and US$72 
million for ALS-1.  
  
We have included a very conservative estimate of the expected DCF value 
from the Smart-ACT platform at the end of the year 2021 in our 
calculations, as we think the Smart-ACT platform can deliver incremental 
value to the shareholders at a faster pace in comparison to the existing new 
drug development model of the company.    
  
We have added the DCF value from the Smart-ACT platform in lump sum 
to the total equity value of Aptorum and would be in a stage to include 
revenue, earnings and free cashflow estimates from the Smart-ACT 
platform in our financial model as we see further progress and 
implementation going forward.   
  
According to the company, the Smart-ACT platform is expected to generate 
a sum-of-the-parts DCF value in the range of US$2.2 billion to US$4.4 
billion by the end of 2021 developed from either the commercialization or 
out licensing monetization strategies.  
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 1H2021 Results: R&D Expenses Rise, Comfortable Cash Position  
Aptorum Group reported a net loss of $17.1 million for the 1H2021 
compared to $7.0 million for the 1H2020. The increase in net loss in the 
current period was driven by loss on investments in marketable securities, 
net of $7.6 million, and there was a gain on non-marketable investment to 
the tune of $1.6 million in the 1H2020, while there was no such gain in 
current period. Research and development expenses were $5.5 million for 
the 1H2021 compared to $4.3 million in 1H2020. The increase in research 
and development expenses was mainly due to the increase in services 
provided by contracted research organizations because of projects’ 
development. 
 
General and administrative fees were $2.6 million for the 1H2021 
compared to $2.1 million for the 1H2020. The increase in general and 
administration fees was mainly due to a one-off reversal of over-provision 
in relation to bonus payables to the directors, employees, external 
consultants and advisors in the last period. It was partly offset by the 
decrease in travelling expenses due to the outspread of COVID-19 and the 
decrease in amortization and depreciation due to the disposal of fixed 
assets in the 2H2020. Legal and professional fees were $1.2 million for the 
1H2021 compared to $1.5 million for 1H2020. The decrease in legal and 
professional fees was mainly due to the decrease in consultancy services. 
 
The research and development expenses would tend to increase in the 
current year due to further development in existing projects. Also, with 
SACT-1 project to commence clinical trials and ALS-4 project having 
already commenced phase I clinical trials in 2021, the expenses would 
tend to be higher in 2021 relative to 2020.   
  
The company expects that its existing cash and restricted cash together 
with undrawn line of credit facility from related parties, will enable it to 
fund its operating and capital expenditure requirements for at least the 
next 12 months. As of June 30, 2021, cash and restricted cash amounted to 
$20.1 million and total equity was approximately $26.5 million.  
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Income Statement ($ million) 2017 2018 2019 2020 2021E 2022E 2023E 2024E 2025E 

Revenue - 0.4 0.5 0.9 1.2 1.5 1.9 1,317.0 225.0 

y/y   40% 70% 26% 30% 30% 67549%  
COGS - -0.3 -0.8 -1.0 -0.6 -0.6 -0.7 -0.6 -0.7 

as a % of sales - 83% 148% 111% 53% 42% 34% 0% 0% 

Development expenses -2.6 -3.1 -6.9 -11.6 -7.4 -23.4 -18.0 -13.8 -5.2 

Selling, General & Admin Expense -2.9 -6.7 -10.8 -7.7 -9.6 -7.6 -4.7 -4.8 -1.6 

as a % of sales - 1755.5% 2014.2% 845.6% 834.5% 510.6% 240.2% 0.4% 0.7% 

Other Operating expenses -0.3 -0.6 -0.2 -0.9 -0.7 -0.7 -0.8 -0.9 -0.1 

          

Operating Income -5.7 -10.3 -18.2 -20.3 -17.1 -31.0 -22.2 1297.0 217.4 

y/y  -81% -76% -11% 16% -81% 28% 5943% -83% 

Operating margin (%)          
Interest Expense - -4.5 -3.7 -0.2 -1.1 -3.6 -3.6 -3.6 -3.6 

Interest income 0.0 - - - - - - - - 

Equity in (losses)income of affiliates - - - - - - - - - 

Other recurring (expenses)/income 3.1 (0.3) 1.8 25.4 - - - - - 

Amortization of intangibles - - - - - - - - - 

Goodwill impairment - - - - - - - - - 

Other non recurring (expenses) income - - - - - - - - - 

Pretax Income (reported) -2.6 -15.1 -20.1 4.9 -18.2 -34.6 -25.8 1293.4 213.8 

y/y  -491% -33% 124% 470% -90% 25% 5114% -83% 

Pretax Income (adjusted) -2.6 -15.1 -20.1 4.9 -18.2 -34.6 -25.8 1293.4 213.8 

y/y  -491% -33% 124% 470% -90% 25% 5114% -83% 

  - Income Tax Expense - - - - - - - - - 

effective tax rate (%) - - - - - - - - - 

  - Minority Interests 0.0 -0.3 -1.4 -2.1 -2.1 -2.1 -2.1 -2.1 -2.1 

Income Before XO Items -2.5 -14.8 -18.7 7.1 -20.4 -36.7 -27.9 1291.2 211.7 

y/y  -482% -26% 138% 388% -80% 24% 4721% -84% 

  - Extraordinary Loss Net of Tax - - - (0.8) - - - - - 

Net Income attributable to Aptorum Group Limited (reported) -2.5 -14.8 -18.7 6.43 -20.4 -36.7 -27.9 1291.2 211.7 

y/y  482% 26% 134% -423% 80% -24% 4521% -84% 

Exceptional (L)G - - - - - - - - - 

Net Income attributable to Aptorum Group Limited (adjusted) -2.5 -14.8 -18.7 6.43 -20.4 -36.7 -27.9 1291.2 211.7 

y/y  -482% -26% 134% -423% -80% 24% 4721% -84% 

Basic EPS (reported) -0.09 -0.53 -0.64 0.20 -0.64 -1.14 -0.85 39.48 6.47 

Basic EPS (adjusted) -0.09 -0.53 -0.64 0.20 -0.64 -1.14 -0.85 39.48 6.47 

          
Basic Weighted Avg Shares 27.0 28.0 29 31.1 31.7 32.1 32.7 32.7 32.7 

          
Diluted EPS (reported) -0.09 -0.53 -0.64 0.20 -0.63 -1.13 -0.84 39.00 6.39 

          
Diluted EPS (adjusted) -0.09 -0.53 -0.64 0.20 -0.63 -1.13 -0.84 39.00 6.39 

          
Diluted Weighted Avg Shares 27.0 28.0 29.0 31.5 32.1 32.5 33.1 33.1 33.1 

 

*All numbers are adjusted for probability of success 
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Balance Sheet (US$ million) 2017 2018 2019 2020 2021E 2022E 2023E 2024E 2025E 

Assets          

  + Cash & Near Cash Items 16.73 26.11 5.29 3.63 9.40 15.13 11.65 1,305.37 1,519.53 

  + Short-Term Investments 3.07 1.13 1.27 28.39 28.39 28.39 28.39 28.39 28.39 

  + Accounts & Notes Receivable - 0.00 0.04 0.06 0.09 0.12 0.16 0.18 0.21 

  + Inventories - 0.03 0.03 0.04 0.20 0.21 0.22 0.20 0.23 

  + Other Current Assets 0.49 1.45 1.40 1.54 1.54 1.54 1.54 1.54 1.54 

Total Current Assets 20.28 28.7 8.0 33.7 40 45 42 1,336 1,550 

  + Long-Term Investments 1.76 3.42 0.29 0.30 0.30 0.30 0.30 0.30 0.30 

    + Gross Fixed Assets 0.35 4.94 9.07 7.08 8.12 8.21 8.28 8.33 8.39 

    - Accumulated Depreciation 0.00 -0.68 -1.98 -2.39 -3.72 -4.13 -4.55 -4.96 -5.38 

  + Net Fixed Assets 0.350 4.26 7.09 4.69 4.40 4.08 3.74 3.37 3.00 

  + Other Long-Term Assets 7.70 7.26 7.22 4.63 4.63 4.63 4.63 4.63 4.63 

  + Goodwill & other Intangible Assets 1.47 1.41 1.31 0.96 0.96 0.96 0.96 0.96 0.96 

Total Long-Term Assets 11.28 16.35 15.92 10.57 10.29 9.97 9.62 9.26 8.89 

Total Assets 31.56 45.07 23.95 44.23 49.91 55.36 51.58 1,344.94 1,558.79 

          

Liabilities & Shareholders' Equity          

  + Accounts Payable 0.65 1.25 2.59 3.24 0.23 0.24 0.24 0.23 0.26 

  + Short-Term Borrowings 0.48 10.15 0.05 0.05 11.00 11.00 11.00 11.00 11.00 

  + Other Short-Term Liabilities 0.20 0.79 0.04 0.58 0.58 0.58 0.58 0.58 0.58 

Total Current Liabilities 1.33 12.18 2.67 3.87 11.80 11.81 11.82 11.80 11.83 

  + Long-Term Borrowings - - 6.33 2.01        2.16 25.00 25.00 25.00 25.00 

  + Other Long-Term Liabilities - 0.14 0.10 0.20 - 2.16 2.16 2.16 2.16 

Total Liabilities 1.33 12.33 9.10 6.08 13.97 38.98 38.99 38.97 39.00 

  + Total Preferred Equity - - - - - - - - - 

  + Share Capital & APIC 33.16 51.98 53.92 72.27 88.3 103.3 125.3 125.3 125.3 

  + Retained Earnings & Other Equity -2.92 -18.86 -37.56 -30.44 -50.79 -87.50 -115.44 1175.79 1387.46 

Total Shareholders' Equity 30.24 33.11 16.36 41.83 37.48 15.77 9.83 1301.06 1512.73 

  + Minority Interest -0.01 -0.37 -1.51 -3.68 -1.54 0.61 2.76 4.90 7.05 

Total Liabilities & Equity 31.56 45.07 23.95 44.23 49.91 55.36 51.57 1344.93 1558.78 
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Cash Flow ($ million) 2017 2018 2019 2020 2021E 2022E 2023E 2024E 2025E 

  + Net Income -2.56 -15.13 -20.12 4.92 -20.36 -36.70 -27.94 1291.23 211.67 

  + Depreciation & Amortization 0.06 0.68 1.30 1.33 0.41 0.41 0.41 0.42 0.42 

  + Other Non-Cash Adjustments -3.08 4.81 4.22 -22.23 2.15 2.15 2.15 2.15 2.15 

  + Changes in Working Capital -0.20 -0.39 1.22 0.05 -3.21 -0.03 -0.04 -0.03 -0.02 

Cash From Operating Activities -5.78 -10.04 -13.38 -15.93 -21.01 -34.17 -25.42 1293.77 214.21 

  + Disposal of Fixed Assets 0.00 0.00 0.00 1.05 0.00 0.00 0.00 0.00 0.00 

  + Capital Expenditures -3.06 -6.06 -0.91 -0.16 -0.12 -0.09 -0.07 -0.05 -0.05 

  + Increase in Investments 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

  + Decrease in Investments 16.05 0.00 1.00 0.95 0.00 0.00 0.00 0.00 0.00 

  + Other Investing Activities -0.19 0.00 -0.20 0.00 0.00 0.00 0.00 0.00 0.00 

Cash From Investing Activities 12.80 -6.06 -0.11 1.84 -0.12 -0.09 -0.07 -0.05 -0.05 

  + Dividends Paid 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

  + Change in Short-Term Borrowings 0.48 14.96 -0.05 -0.05 10.95 0.00 0.00 0.00 0.00 

  + Increase in Long-Term Borrowing 0.00 0.00 6.33 1.00 -0.05 25.00 0.00 0.00 0.00 

  + Decrease in Long-term Borrowing 0.00 0.00 -13.60 -5.31 0.00 0.00 0.00 0.00 0.00 

  + Increase in Capital Stocks 8.60 10.52 0.00 16.78 16.00 15.00 22.00 0.00 0.00 

  + Decrease in Capital Stocks 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

  + Other Financing Activities 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

Cash from Financing Activities 9.08 25.48 -7.32 12.42 26.90 40.00 22.00 0.00 0.00 

Effect of Exchange Rate Changes 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

Net Changes in Cash 16.11 9.38 -20.81 -1.67 5.77 5.73 -3.49 1293.72 214.16 

Opening cash 0.62 16.73 26.11 5.29 3.63 9.40 15.13 11.65 1305.37 

Closing cash 16.73 26.11 5.29 3.63 9.40 15.13 11.65 1305.37 1519.53 
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DCF model 2017 2018 2019 2020 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 

 (in $ million)                

EBIT -5.7 -10.3 -18.2 -20.3 -17.1 -31.0 -22.2 1,297.0 217.4 3.9 5.5 5.7 7.5 9.7 

% growth  81% 76% 11% -16% 81% -28% 5943% -83% -98% 43% 3% 31% 29% 

                

Taxes @ 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 4.0% 7.0% 10.0% 12.0% 

                

EBIAT -5.7 -10.3 -18.2 -20.3 -17.1 -31.0 -22.2 1,297.0 217.4 3.9 5.3 5.3 6.8 8.5 

% growth  81% 76% 11% -16% 81% -28% 5943% -83% -98% 43% 3% 31% 29% 

                

+ D&A 0.1 0.7 1.3 1.3 0.4 0.4 0.4 0.4 0.4 0.4 0.4 0.4 0.4 0.4 

- Capital expenditures -3.1 -6.1 -0.9 -0.2 -0.1 -0.1 -0.1 -0.1 -0.1 -0.1 -0.1 -0.1 -0.1 -0.1 

- Change in net WC -0.2 -0.4 1.2 0.0 -3.2 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 

Free Cash Flow to Firm -8.9 -16.1 -16.6 -19.1 -20.0 -30.7 -21.9 1,297.3 217.8 4.2 5.6 5.7 7.1 8.8 

FCY y/y growth  81% 3% 15% 5% 53% -29% 6027% -83% -98% 34% 0% 25% 25% 
 

 

 

 

Total Market Value                     

      Cost of capital       WACC     12.0% 

Terminal Growth 10.0% 11.0% 12.0% 13.0% 14.0%   PV of Free Cash Flow   627 

3.0%              805               734                673               620               573    PV of Terminal Value   39 

3.3%              808               736                675               621               574    Add: Net Cash   9 

3.5%              811               738                676               622               574    
Total Equity Value + Value of 
Smart ACT Platform   676+600=1276 

3.8%              815               740                677               623               575    Shares outstanding   35.6 

4.0%              817               742                678               623               575    DCF value     35 
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