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AzurRx BioPharma

AzurRx BioPharma is a New York-based, clinical-stage biotech company focused on 

developing biologic therapies to support patients suffering from gastrointestinal disorders. 

Its lead product candidate, MS1819, is being investigated for the treatment of exocrine 

pancreatic insufficiency (EPI) associated with cystic fibrosis (CF) and chronic pancreatitis 

(CP).
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Price to Book Ratio $7.59

Outstanding Shares (M) 28.2

Mkt Cap (USD, M) $29

Price $0.85

52 week price range $0.37 -
$1.93

Long Term Debt Nil
Public Market Float (M) $5.7

Short Interest (M) 0.11



Received Institutional Review Board (IRB) approval of its Phase 2 OPTION 2 clinical 
trial protocol to investigate MS1819 in cystic fibrosis (CF) patients with exocrine 
pancreatic insufficiency (EPI).

AzurRx SAS, its wholly-owned subsidiary in France, has received approximately 
661,000 Euros ($721,000 US) for its 2019 CIR (French Research Tax Credit). This marks 
the third CIR payment AzurRx SAS has received in 2020. Since March including the 
2019 CIR, the Company has received approximately $2.52 million in non-dilutive 
funding in research tax credits from the French government.

The company entered into an agreement with Creapharm Clinical Supplies 
(“Creapharm”), a leader in clinical trial supply services, for the packaging, labelling and 
distribution of Phase 2 clinical trial drug product supply of its MS1819 therapy for the 
treatment of exocrine pancreatic insufficiency (EPI).

Most Recent Developments

Cash $8.8

Total Debt (M) $8.4

Total Cash/Share $0.32

Book Value/Share $0.17



Option 2 Trial

Despite COVID-19, the company currently anticipates only minor delays in 
initiating and completing their dose-escalating Phase 2 OPTION 2 
monotherapy clinical trial, using 2.2g and 4.4g doses of MS1819 in enteric 
capsules in the U.S. and Poland. 

During Q1 2020, the company executed contracts with their clinical 
research organizations (CROs) and began preparation for the trial, including 
identifying the trial sites and investigators. In addition, the clinical trial 
protocol has been reviewed by the FDA with no comments. AzurRx intends 
to begin Institutional Review Board (IRB) reviews shortly. 

Barring any significant coronavirus developments, CEO James Sapirstein is 
confident the company should be able to initiate the OPTION 2 Trial by the 
end of Q2 2020 and expects top line data in Q1 2021.

Clinical Trials In Detail

Combination Trial

In Q4 2019 AzurRx dosed the first patient in their Phase 2 
combination therapy clinical trial in Hungary. 

In January 2020 the company reported that the data from the first 
five patients in the study, for primary and secondary efficacy 
endpoints, was positive and that there were no safety issues.  

The company is completing the trial in sites in Hungary and plan to 
open new trial sites in Spain, and possibly in Turkey, in Q3 2020.  
AzurRx plans to release interim data during Q3 2020, anticipate 
completion of the Combination Trial by the end of 2020 and top line 
data in Q1 2021.

While the company’s current clinical trial progress has been very 
encouraging, it is significant to note that any impact of COVID-19 
on clinical trials changes on a daily basis and could in the future 
impact the progress of the trials.  

Therefore, it is important to watch for any covid-19 related updates 
as the pandemic continues to develop and run through its 
anticipated course.

OPERATIONAL OVERVIEW



During Q2 2020 AzurRx signed a manufacturing agreement with Delpharm, a leading contract development 

manufacturing organization (CDMO), for the clinical drug supply of MS1819 for the OPTION 2 clinical trial scheduled 

to initiate in Q2 2020. 

This marks the first time that MS1819 will be manufactured with enteric capsules, which the company believes should 

prevent the MS1819 lipase from breaking down prior to reaching the duodenum so that substantially more (~50%) 

drug product can be released. Importantly, the company’s supply chain remains intact and, as of today, has not been 

impacted by COVID-19.

Relatedly, COVID-19 highlights both the health risk of animal pathogens in medicinal products and the risk of supply 

chain disruption, when animals are either quarantined or culled. For example, in 2019 the Chinese government 

ordered the culling of half of their pig population following a swine flu epidemic.

 Chinese pigs are the source of a majority of the world’s porcine pancreases used in pancreatic enzyme replacement 

therapy (PERT) products. In contrast, MS1819 is a synthetic recombinant yeast that can be safely and reliably 

produced in fermenters under the strictest quality control.

CLINICAL SUPPLY CHAIN (CMC)CLINICAL SUPPLY CHAIN (CMC)



In the last year, AzurRx has made considerable progress in strengthening the balance sheet, realigning and 

reducing operating expenses and improving their financial controls.

In November 2019, the company entered into a purchase agreement for a $15 million equity line of credit with 

Lincoln Park Capital Fund, a Chicago-based institutional investor that has been making investments into AzurRx in 

a longstanding manner.

This has provided AzurRx with access to sufficient capital to move forward with our two Phase 2 clinical trials for 

MS1819 and relieves the company of the need to focus their time and energy on developing new capital avenues.

As a follow up to the Lincoln Park equity line, in December 2019 and January 2020, the company successfully 

closed a $6.9 million private placement consisting of senior convertible promissory notes and warrants. The 

convertible notes are convertible into common stock at $0.97 per share, accrue interest at 9% per annum and 

mature on September 20, 2020. The company received significant support for this investment opportunity by many 

long-standing investors.

These funds have allowed the company to be able to continue investing in their clinical trials – by funding both the 

combination therapy study in Europe and preparations for the upcoming OPTION 2 monotherapy study in the 

United States and Poland. Simultaneous to their fundraising efforts, AzurRx also significantly reduced their 

liabilities – by restructuring and paying off most of their short-term obligations, including their accounts payable 

and promissory notes.

In addition, in Q1 2020, the company benefited from receiving an aggregate total of $1.77 million in non-dilutive 

funding from their French R&D tax credit (CIR) for the years 2017 and 2018. The company is confident in nothing 

changing here and so anticipates receiving their 2019 CIR towards the end of the year.

Finally, in April 2020, AxurRx received a CARES Act Paycheck Protection Program (PPP) loan of approximately 

$180,000 through the Small Business Administration (SBA). This loan, which may be forgivable, will be used to pay 

employees and other eligible expenses such as rent during the COVID-19 crisis.

Full Year - Dec 2018A 2019A 2020E

Q1 -0.29 -0.26 -0.05

Q2 -0.22 -0.25 -0.12

Q3 -0.15 -0.17 -0.12
Q4 -0.23 -0.05 -0.10
FY -0.88 -0.68 -0.40

Capital Raised

EPS Diluted

FINANCIALSFINANCIALS



Upon joining AzurRx, President and CEO James Sapirstein, true to his public reputation with his past 

professional experiences, saw an opportunity to both improve their financial controls and bring them fully in-

house.

This resulted in a Q1 2020 decision to hire a new CFO and Controller and these new hires have rationalized 

their budgeting process, introduced cost saving measures, and introduced the appropriate controls across 

our U.S. and French operations.

As part of our strategic review, the company made the decision to discontinue both our AZX1103 beta-

lactamase and MTAN pre-clinical programs in order to fully concentrate company resources on the 

development of MS1819.

As a result of these efforts, there has been a reduction their monthly expenses, while continuing to advance 

their clinical programs for MS1819. The AzurRx workforce has successfully transferred to a work-at-home 

setting while the progress and clinical trial preparations are continuing even in the current COVID-19 

environment.

Financial Controls and Spend

FINANCIALSFINANCIALS



Table 1: AzurRx BioPharma, Inc. (AZRX)-Historical Income Statements, Financial Projections

2018A 1QA 2QA 3QA 4QA 2019A 1QE 2QE 3QE 4QE 2020E

Revenue

Product Revenue - - -

Other Revenue - - -

Total Revenue - - - - - - - - - - -

 

Expenses

Cost of goods sold - - - - - - -

Research & Development 4,986 2,119 2,739 2,210 1,613 8,681 1,500 2,000 2,500 2,500 8,500

General and Administrative 8,236 2,485 2,193 1,872 (487) 6,063 1,500 1,500 1,500 1,500 6,000

Fair Value Adjustment, contingent consideration 210 - -

Total Expenses 13,432 4,604 4,932 4,082 1,126 14,744 3,000 3,500 4,000 4,000 14,500

Gain (loss) from Operations (13,432) (4,604) (4,932) (4,082) (1,126) (14,744) (3,000) (3,500) (4,000) (4,000) (14,500)

Other income/expense

Interest Expense (102) (57) (111) (110) (156) (434) (155) (155) (155) (25) (490)

Fair value adjustments, warrants - - -

Other income - 1,770 1,770

Total Investment income and other (102) (57) (111) (110) (156) (434) 1,615 (155) (155) (25) 1,280

Income (loss) before provision for income taxes (15,534) (4,661) (5,043) (4,192) (1,282) (15,178) (1,385) (3,655) (4,155) (4,025) (13,220)

Provision for Income Taxes - - -
Net Income (loss) (15,534) (4,661) (5,043) (4,192) (1,282) (15,178) (1,385) (3,655) (4,155) (4,025) (13,220)

Net Income (loss) per share (basic) (0.88) (0.26) (0.25) (0.17) (0.05) (0.68) (0.05) (0.12) (0.12) (0.10) (0.40)

Net Income (loss) per share (diluted) (0.88) (0.26) (0.25) (0.17) (0.05) (0.68) (0.05) (0.12) (0.12) (0.10) (0.40)

Weighted Average Number of Shares Outstanding (basic) 15,439 17,720 20,480 24,963 26,478 22,426 26,966 29,636 34,646 41,656 33,226

Weighted Average Number of Shares Outstanding (diluted) 15,439 17,720 20,480 24,963 26,478 22,426 26,966 29,636 34,646 41,656 33,226

2019A 2020E
FY end December 31
$ in thousands, except per share data

FINANCIALSFINANCIALS



The potential for MS1819 remains very positive in that the successful completion and release of key 
efficacy data from the Phase 2 monotherapy and combination therapy trials in Q1 2021 represent 
inflection points that can increase the value of AzurRx and provides the fundamental basis for developing 
MS1819 into a Phase 3 ready asset. 

These successes represent key opportunities to continue to build shareholder value.

In addition to executing on clinical studies and releasing data, the company has stated its plan to spend 
2020 and early 2021 focusing on the necessary CMC and regulatory objectives needed to fully develop 
MS1819 for Phase 3 and commercialization. 

To that end, the company is planning to focus on a new manufacturing campaign to optimize their long-term 
drug supply chain and evaluate process improvements to further reduce manufacturing costs. 

Additionally, this campaign will support the toxicity studies needed to provide the clinical drug supply 
necessary to initiate the Phase 3 trial. 

Lastly, AzurRx has stated they will be drafting a pediatric study plan to support a successful end of Phase 2 
meeting with the FDA. Achieving these clinical, CMC and regulatory milestones are critical in order to 
maximize the value of company and reward the AzurRx investors and stakeholders for their ongoing 
patience and support.

LOOKING AHEADLOOKING AHEAD



As is the case for any company operating in the 
same sector with the same goals, the company’s 
risk assessment is predominantly associated with 
the clinical prospects of its MS1819. 
Unanticipated impediments to this program, 
disparate trial data, or negative feedback from the 
FDA could impact the stock negatively.

Risks

While the company works closely with the FDA to bring MS1819 to market, unforeseen FDA requirements such 
as additional future clinical trials as well as any FDA feedback delays could lead the company’s shares to 
experience volatility in the market.

 Negative trial data or unforeseen safety issues could lead to uncertainty around the regulatory and commercial 
prospects ahead. Investors may choose to delay investment in the company, despite potential excitement, until 
pivotal clinical data is generated and MS1819 is closer to potential approval.

Operating as a small biopharmaceutical company with no 
current revenue, AZRX is dependent on capital markets for 
funding its work. The company’s developmental programs 
could be delayed or halted by an inability to raise sufficient 
capital. Shareholders may also face significant dilution due to 
capital raises. While this risk is low within an internal 
emphasis on management’s strategic initiatives, broader 
macro risks always exist.

Option 2 Trial Exploratory 
Therapeutic Product Risk

Development Timeline Risk

Capital Risk

As with a majority of development-stage 
biotechnology companies, the commercial 
prospects of pipeline candidates are essential to 
present valuation. Any changes in the regulatory, 
competitive, or commercial landscape of PERTs 
could lead to changes in development timeline and 
downstream commercial value for MS1819, which 
in turn could impact the share price in a negative 
manner.

Commercial Risk



AzurRx Biopharma is strongly positioned to maintain its pace toward commecialization 
and revenues due to its exceptionally experienced management team that has presided 
over several succesful buyout exits in the past. 

The option 2 trial had only minor delays due to the covid pandemic. The company 
continues to focus soley on MS1819 making the investment a more simple equation than 
other peer companies but with that comes investment risk.

The company has demonstrated its ability to maintain a reliable supply chain even during 
periods of global uncertainty and distress.

Management has made significant improvements with its financial controls and spending 
and has shown an ability to go back to the market for further funding when needed. 

This may be attributed to management’s strong and reliable relationships with investors 
primarily due to past successes of key management particularly the CFO and CEO.

The company continues to win the approval and support of various governments in the 
form of approvals to proceed to next stages as well as government monetary grants.

While the company continues to posses various risks associated with the industry, the 
potential for MS1819 remains very positive in that the successful completion and release of 
key e�cacy data from the phase 2 mono therapy and combination therapy trials in Q1 
2021 represent inflection points that can raise the value of AzurRx and provides the 
fundamental basis for developing MS1819 into a phase 3 ready asset.

These successes represent key opportunities to continue to build shareholder value.



DISCLAIMERDISCLAIMER

The opinions expressed in this report are the true opinions of the analyst about this company and industry.  Any 
“forward looking statements” are our best estimates and opinions based upon information that is publicly available 
and that we believe to be correct, but we have not independently verified with respect to truth or correctness.

There is no guarantee that our forecasts will materialize. Actual results will likely vary. Richmond Club Wealth 
Management “RCWM”and its shareholders may or may not own any shares of the subject company.  The analyst does 
not own any shares of the subject company, does not make a market or o�er shares for sale of the subject company, 
does not have any investment banking business with the subject company. 

Fees were paid by the company to Richmond Club Corp. to cover the costs of creating content for the Richmond Club 
shareholder expansion program but no fees were paid by the company to RCWM for this research report. 

RCWM takes steps to ensure independence including utilizing analysts who abide by CFA Institute Code of Ethics and 
Standards of Professional Conduct. Additionally, analysts may not trade in any security under coverage. Distribution 
and dissemination of our reports utilizes multiple channels, including but not limited to: email, databases, targeted 
advertising, subscription, outsourced advertising, audio/visual presentations, and social media.

RCWM and its analysts have the exclusive right to rate any and all companies as BUY, HOLD, SELL, or SUSPEND, in any 
and all publications, including but not limited to initial research reports and quarterly or unannounced updates.

Visit www.richmondclub.com  to become a subscriber. This report contains “forward looking” statements. Forward-
looking statements regarding the Company and/or its stock’s performance inherently involves risk and uncertainties 
that could cause actual results to di�er from such forward-looking statements. 

By making these forward looking statements, RCWM and the analyst/author of this report undertakes no obligation to 
update these statements for revisions or changes after the date of this report. A report initiating coverage will most 
often be updated quarterly while a report issuing a rating may have no further or less frequent updates because the 
subject company is likely to be in earlier stages where nothing material may occur quarter to quarter. 

RCWM does not make any warranties, expressed or implied, as to results to be obtained from using this information 
and makes no express or implied warranties or fitness for a particular use. Anyone using this report assumes full 
responsibility for whatever results they obtain from whatever use the information was put to. Always talk to your 
financial advisor before you invest. Whether a stock should be included in a portfolio depends on one’s risk tolerance, 
objectives, situation, return on other assets, etc. 

Only your investment advisor who knows your unique circumstances can make a proper recommendation as to the 
merit of any particular security for inclusion in your portfolio. This REPORT is solely for informative purposes and is not 
a solicitation or an o�er to buy or sell any security. 

It is not intended as being a complete description of the company, industry, securities or developments
referred to in the material. Any forecasts contained in this report were independently prepared unless
otherwise stated. 

Additional information is available upon request. Please give proper credit, including citing RCWM and/or the analyst, 
when quoting information from this report. The information contained in this report is intended to be viewed only in 
jurisdictions where it may be legally viewed and is not intended for use by any person or entity in any jurisdiction where 
such use would be contrary to local regulations or which would require any registration requirement within such 
jurisdiction. 


