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A few months ago, we raised our allocation of AzurRx again largely on the basis of further compression in the 

stock as Covid19 was negatively impacting the financial markets. The stock managed to recover along with the 

general market, and the Company was able to close a convertible preferred transaction that raised $13.5 million 

cash and also replaced $ 7 million worth of prior debt.  Further, On August 11, 2020, the Company provided an 

update regarding preliminary data from their MS1819 Phase 2 CF combination trial. We will address each of these 

briefly.  

 

Succinctly, the capital raise was expensive.  Setting aside the replacement debt, the Company sold convertibles for 

$13.5 million cash with the potential to create an additional 29.1 million shares. The convertibles included an 

additional 14.6 million shares exercisable at $.85. Combined, the raise has the potential to create just under 44 

million additional shares. To put that into perspective, the Company ended the June 30, 2020 quarter with 28.5 

million shares outstanding.    

 

In retrospect, the Company’s challenges raising money and financing its development/burn has been topical since 

we initiated our coverage. That is certainly not atypical for a small biopharma company or frankly for many small 

companies in our universe. In that regard, there is something to be said for companies in this position that can 

attract a meaningful piece of capital as opposed to having to raise money in small bits at a time. The Company has 

engaged the latter in the past and it also proved to be quite dilutive.   Nonetheless, we tend to believe that the stark 

dilution of the recent raise has negatively impacted the valuation optics of the stock, although again, their need for 

capital is certainly no secret, but shareholders and others that follow the story like us just prefer it be less expensive 

rather than more.  Again, while we are happy to see the Company funded through what looks like 2021, it is hard 

to dismiss or even argue with the negative implications of markedly larger share counts.  

 

 The flipside of the dilution issue is the Company’s interim clinical results, which they released the other day and 

we thought were highly positive. Apparently, others in the street viewed those results less positively than we did, 

and that sentiment appears to be impacting the stock negatively as well. Here is a brief overview/synopsis of those 

results.  

 

To refresh, the Company is currently in the midst of two Phase II clinical trials regarding MS1819.  

 

The first of these trials is a Phase 2b monotherapy trial they are currently enrolling (ClinicalTrials.gov: NCT0437587).  The 

trial involves a cross-over protocol whereby ½ of the patients will be treated solely with MS1819 for three weeks 

while the other ½ will be treated with the PERT standard of care.  The following 3 weeks, the patients will switch 

therapies and will be alternatively treated for an additional 3 week period. The endpoint will be to determine the 

relative efficacy of MS1819 to that of the PERT.  Obviously, the Company’s goal is to demonstrate that MS1819 

is able to increase the coefficient of fat absorption (“CFA”) in patients as well or better than the PERT standard of 

care. This trial is designed to evaluate 30 patients, is currently enrolling and anticipates top line results in Q1-2021.  

 

The second of these trials (the subject of the recent interim data) is a combination trial (ClinicalTrials.gov: NCT04302662), 

whereby MS1819 is used in conjunction with PERT (porcine enzyme replacement therapy) to treat cystic fibrosis 

(“CF”) patients. Among other criteria, the trial requires that enrolled patients have a “baseline CFA < 80% with a 

maximum daily dose of 10,000 lipase units/kg/day”. To edify, that means that the patients in the study are required 

to be CF patients that are receiving maximum allowable doses of PERT, but are still reflecting CF levels below 

thresholds that doctors suggests is optimal for proper nutrition and by extension body weight (two challenges for 

CF patients). Again, for the sake of comparison, we believe that acute CF patients not using a PERT to enhance 

their CFA levels may generally experience CFA levels in the 35% to 40% range, whereas otherwise healthy 

individuals may have CFA’s closer to 90%. Further, CF patients requiring maximum doses of PERTs are 

susceptible to fibrosing colonopathy (“FC”), which is a scarring of the colon and can lead to further complications. 

The Company’s goal in the combination study is to demonstrate that using MS1819 in combination with a PERT, 

may allow CF patients currently using maximum doses of PERTs to boost their CFAs to more normal levels (closer 

to 90%) and/or perhaps use a combination of the two that includes a PERT dose that is less likely to result in FC. 
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This trial involves 24 patients and their MS1819 phase of the trial is designed for 39-51 days and is scheduled for 

top-line results Q1-2021. 

 

The Company’s recent announcement included interim results from 5 of these 24 patients. The graphic below 

provides an overview of those first 5 patients’ data. 

 

 
 

As the data suggest, in these results, MS1819 was able to boost CFA results from below 80% (the patients’ CFA 

measures on maximum does of PERT prior to the administration of MS1819) to readings in the high 80% ranges 

depending on relative doses of MS1819.   Further, they also saw measurable increases in secondary endpoints such 

as stool weight, body weight and others.   

 

Frankly, we are confused about how the street has apparently viewed this data as insignificant or worse yet 

negative? We submit, this is interim data and it involves only a portion of the trial enrollment. That is, the trial 

was designed for 24 patients rather than 5 for a reason.  However, again, we are a bit perplexed if the stock’s recent 

decline is related to these results.  

 

On the other hand, while we think this data is highly positive and, in our view, bodes well for MS1819’s potential 

to achieve the clinical endpoints, we also recognize that there are other issues in play here with respect to the 

Company’s appropriate valuation around these data points.  

 

First, we think there is some skepticism in the street around the necessity of a combination trial in the first place.  

Succinctly, we think there are some who view the combination approach as a sort of fallback or hedge against the 

potential failure of the monotherapy trial and/or its demonstrable efficacy. We understand that view, we just do 

not agree with it.  From the 10,000 foot view, when it comes to FDA approvals, we would rather have two shots 

at the brass ring than one. Further, in our view, the combination approach may ultimately be more conducive to a 

joint venture path to approval, which could be less expensive for the Company (read: less dilutive) and could also 

experience faster market adoption than the monotherapy might initially be able to garner.  That is, we could see a 

smaller incumbent PERT player in the space (or another potential company trying to enter the space) partnering 

with AzurRx to provide a differentiated therapy or at least a therapy that is currently not available to a measurable 

portion of the CF patient base. (That is purely our speculation by the way).  

 

As the Company notes in its presentation (see illustration below) and as the trial population attests, there are a 

portion of the CF population that cannot be successfully treated (CFA above 80%) with existing PERT therapy. 

Thus, an effective combination therapy would by extension represent a “new” market of that population.  We 

submit, that market clearly would not be as large as the overall PERT market, however, referencing the Company’s 

illustration below, that market would represent some portion of the “moderate” patients (41%) as well as perhaps 
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many of the “severe” patients (33%). To reiterate something we noted in our prior research, we believe that recent 

transactions in the space  (Nestle’s purchase of Zenpep from AbbVie/Allergan) values roughly 10%-15% the world 

market at between $1 billion and $1.2 billon.  That begs the question, what would a combination therapy that could 

address that market, (the portion of the market that PERTs alone cannot help), be worth? In short, we think that 

number is certainly higher than the current market cap of AzurRx implies.    

 

 
 

Further, in our opinion a combination therapy could potentially garner faster market adoption than a successful 

monotherapy.  Again, a combination therapy would address a portion of the patient population that is not being 

met by PERTs alone.  As a result, we would expect that portion of the patient population to represent a ready 

market for a combination therapy.     

 

In case it is not clear, we do not view the combination approach as a designed hedge (although it may be on the 

face). The accuracy of that view will be borne out in the results of the monotherapy trial.  However, while much 

of the focus appears to be on primary clinical endpoints (achieving CFA levels above 80%), we do not think the 

other potential benefits of MS1819 should be overlooked.  As we have also suggested in prior research, PERTs 

were essentially “grandfathered” from official FDA approval rigors because they were developed and used for 

years prior to even the FDA’s formation.  In 2004, the FDA required PERT manufacturers to conduct trials around 

those therapies and much of their concern in that regard centered on the safety of the porcine supply chain.  

Specifically, in 2004, the FDA “commenced a review of porcine-derived enzyme products, which concluded that 

no PEP products demonstrated “consistent bioactivity that results in predictable safety and effectiveness.”   

https://www.genengnews.com/insights/peps-gaining-fda-nod-but-remain-hard-to-take/77899321/ .  Those concerns remain today.  As a 

result, many of those players dropped out of the market, which likely explains why so few manufacturers remain.  

We do not view MS1819’s potential as a monotherapy that could usurp the porcine supply chain as trivial.  Keep 

in mind, that was the goal and the ultimate path of synthetic insulin (which by the way as we understand it,  AzurRx 

CEO James Saperstein played a role in advancing). It was also the basis for the FDA’s focus on trials for porcine 

based PERTs. We believe MS1819’s non-porcine safety characteristics/advantages may be as important as its 

relatively efficacy to PERTs. We are not suggesting that they can be measurably less clinically effective than 

PERTs (under 80% CFA for example), but we also do not think they have to prove to be demonstrably more 

effective than PERTs to be a viable FDA approval candidate.     

          

In addition to the above, keep in mind that the enrollment criteria for the current combination trial includes children 

over 12 years old. To that end, recognize that many CF patients are children. As we have noted in past research, 

another advantage of MS1819 is its ability to reduce pill burden. Simply put, we think most CF patients would 

rather take fewer pills than more, and that may be especially true amongst children.  Admittedly, we do not 

https://www.genengnews.com/insights/peps-gaining-fda-nod-but-remain-hard-to-take/77899321/
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necessarily know what impact that attribute might ultimately have on an FDA decision, but we think it is clearly 

topical.        

 

To circle back to a notion we addressed above, we are not suggesting that an FDA approval of an MS1819 

monotherapy would instantly supplant PERTs. We recognize that any new therapy could be met with resistance 

among patients, caregivers and health providers that might prefer not to disrupt a therapy that is working.  That is 

part of the reason we believe other attributes of MS1819 (lower pill burden for instance) are relevant. We would 

add, there are CF and other pancreatic disease populations around the world that have religious aversions to porcine 

products.  Those populations could represent new markets for a monotherapy as well and could drive new adoption 

of an MS1819 monotherapy.      

 

Lastly, we have added the dilutive impact of the recent convertible preferreds into our share calculations.  We have 

also used the treasury method to estimate the impact of outstanding warrants and we have assumed estimated 

forward stock prices to execute that analysis. Also, we have not attempted to compute the (non-cash) P/L impact 

of the newly issued warrants, but they will be significant, but we will make those adjustments following the next 

filing’s reflection of those items.        

 

Again, apparently contrary to some, we found the data promising and we remain bullish on the prospects of 

MS1819. That said, while the added dilution is probably cause for us to revisit our price targets, we are going to 

leave that be for now. Frankly, with the stock currently under $1, we are not sure that a (hypothetically)  $6 price 

target is more relevant than a $9 price target. Succinctly, setting aside further dilution, which is likely if they have 

to take this to the finish line on their own, we believe clinical/FDA success (which we admit is not a foregone 

conclusion) could make this a billion dollar company.    

 

 

             

Projected Operating Model 
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General Disclaimer:  

Trickle Research LLC produces and publishes independent research, due diligence and analysis for the benefit of it investor base. Our 

publications are for information purposes only. Readers should review all available information on any company mentioned in our reports 

or updates, including, but not limited to, the company’s annual report, quarterly report, press releases, as well as other regulatory filings. 

Trickle Research is not registered as a securities broker-dealer or an investment advisor either with the U.S. Securities and Exchange 

Commission or with any state securities regulatory authority. Readers should consult with their own independent tax, business and financial 

advisors with respect to any reported company. Trickle Research and/or its officers, investors and employees, and/or members of their 

families may have long/short positions in the securities mentioned in our research and analysis and may make purchases and/or sales for 

their own account of those securities.  David Lavigne does not hold a position in AzurRx BioPharma, Inc.  

Trickle Research has an exclusive content distribution agreement with SMM.Global whereby SMM.Global pays Trickle Research a fee 

for any Trickle labeled content displayed, hosted or distributed on its site: www.SMM.Global.  Per that agreement, SMM.Global may 

charge issuers to host and distribute licensed research.    Issuers may choose to pay SMM.Global for the hosting and distribution of Trickle 

Research. They are under no obligation to do so.  In the past, AZRX paid hosting and distribution fees to SMM/Global.   SMM.Global in 

turn paid Trickle a proprietary content license fee for its AZRX research content.  Those licenses have since expired.    

AZRX has paid fees to present at investor conferences co-sponsored by Trickle Research.     

Reproduction of any portion of Trickle Research’s reports, updates or other publications without written permission of Trickle Research 

is prohibited.       

All rights reserved.   

Portions of this publication excerpted from company filings or other sources are noted in italics and referenced throughout the report. 

 

Rating System Overview: 

 

There are no letters in the rating system (Buy, Sell Hold), only numbers. The numbers range from 1 to 10, with 1 representing 1 “investment 

unit” (for my performance purposes, 1 "investment unit" equals $250) and 10 representing 10 investment units or $2,500.  Obviously, a 

rating of 10 would suggest that I favor the stock (at respective/current levels) more than a stock with a rating of 1.  As a guideline, here is 

a suggestion on how to use the allocation system. 

Our belief at Trickle is that the best way to participate in the micro-cap/small cap space is by employing a diversified strategy.  In simple 

terms, that means you are generally best off owning a number of issues rather than just two or three.  To that point, our goal is to have at 

least 20 companies under coverage at any point in time, so let’s use that as a guideline.  Hypothetically, if you think you would like to 

commit $25,000 to buying micro-cap stocks, that would assume an investment of $1000 per stock (using the diversification approach we 

just mentioned, and the 20-stock coverage list we suggested and leaving some room to add to positions around allocation upgrades. We 

generally start initial coverage stocks with an allocation of 4.  Thus, at $1000 invested per stock and a typical starting allocation of 4, your 

“investment unit” would be the same $250 we used in the example above.   Thus, if we initiate a stock at a 4, you might consider putting 

$1000 into the position ($250 * 4).  If we later raise the allocation to 6, you might consider adding two additional units or $500 to the 

position.  If we then reduce the allocation from 6 to 4 you might consider selling whatever number of shares you purchased with 2 of the 

original 4 investment units.   Again, this is just a suggestion as to how you might be able to use the allocation system to manage your 

portfolio.  

For those attached to more traditional rating systems (Buy, Sell, Hold) we would submit the following guidelines. 

A Trickle rating of 1 thru 3 would best correspond to a "Speculative Buy" although we would caution that a rating in that range 

should not assume that the stock is necessarily riskier than a stock with a higher rating.  It may carry a lower rating because the 

stock is trading closer to a price target we are unwilling to raise at that point.  This by the way applies to all of our ratings.  

A Trickle rating of 4 thru 6 might best (although not perfectly) correspond to a standard "Buy" rating.  

A Trickle rating of 7 thru 10 would best correspond to a “Strong Buy" however, ratings at the higher end of that range would 

indicate something that we deem as quite extraordinary..... an "Extreme Buy" if you will.  You will not see a lot of these. 

http://www.smm.global/

