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Fellow Investor, 

The small cap biotech space has been very kind to me and my portfolio over the past year.  

This is especially true for some of the stocks I have purchased and then profiled on Investors 

Alley that were selling at under $5.00 a share at the time of those articles.  Myriad of those 

names highlighted have doubled, tripled and quadrupled over the past six to nine months 

including Agenus (NASDAQ: AGEN), Synergy Pharmaceuticals (NASDAQ: SGYP) and superstar 

pick ZIOPHARMA Oncology (NASDAQ: ZIOP).  In that vein, here are three more attractive 

biotechs under $5.00 a share that I feel have significant potential upside in the back half of 

2015. 

Thank you and Happy Hunting. 
  

Bret Jensen 
Editor 
Biotech Gems 

BioLineRx (NASDAQ: BLRX) 

We’re looking outside the country to Israel on this recommendations, where a small promising 

biotech called BioLineRx (NASDAQ: BLRX) has caught my eye. The stock currently goes for 

around $2.25 a share but has plenty of upside if it continues to progress in developing its 

potentially lucrative pipeline. 

Analysts are expressing a lot of favor towards this company and its portfolio of products in 

development. JP Morgan just initiated coverage on the firm’s stock with an “outperform” 

rating, and other analysts have set price targets on shares of the firm that are over 200% 

higher than the company’s current share price. BioLineRx’s pipeline consists of six clinical stage 

therapeutic candidates, with three additional studies to begin in 2015. 

This biotech concern is following the tried and true method of identifying favorable product 

candidates, developing them through pre-clinical and clinical stages, and then partnering with 

pharmaceutical companies in an effort to move those therapies forward into 

commercialization. I have been successful in the past with several of the biotech positions like 

Eagle Pharmaceuticals (EGRX: NASDAQ) that have followed the same business model. 

As you can see by its pipeline below, BioLineRx possesses a sizeable amount of products 

targeting different indications, and that’s part of why analysts are so excited. I want to cover 

some of positive developments announced in the firm’s recent quarterly earnings report, its 

milestones approaching in the near future, and the type of products it is developing within its 

portfolio. 
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Main Indications: 

One of the company’s most talked about assets is a compound called BL-8040. As an oncology 

and immunotherapy focused firm, BL-8040’s indications for acute myeloid leukemia (AML) and 

other blood cancers have proved positive in early trials so far. The drug works by inhibiting a 

cell surface protein found in over 70% of tumors and ultimately causing cancer cell death. The 

product is enrolled in a Phase II study for AML, and successfully hit endpoint results in a 

separate Phase I study regarding stem cell activation. 

AML is the most common acute leukemia in adults and caused over 10,000 fatalities in the US 

in 2012. The disease has a less than 25% five-year survival rate, the majority of patients 

relapse and require repeated treatments, and treatment regimens have changed very little 

over the past 30 years. Partial results from the ongoing Phase II trial have shown no significant 

adverse effects from treatment and a reduction in leukemic cells. BL-8040 is going to be tested 

in three new studies to be initiated this year, two of which relate to AML and one of which is 

tackling Myelodysplastic syndrome. 

Next up is BioLineRx’s BL-1040 compound. This is a cardiac remodeling drug for post heart 

attack patients who suffered damage to their tissue and are now recovering. The company is 

partnered with Bellerophon Therapeutics (NASADAQ: BLPH) to market the drug in a deal that 

could net over $275 million with royalties in the low to mid teen range as well. Bellerophon is 

also fully funding the program’s costs, including an ongoing pivotal study in Europe and the 

anticipated US study in the first half of 2016. Based on a third party’s customized survey, 

BioLineRx estimates the potential market for this product at over $1 billion dollars. 

One other condition the company is taking aim at with its early stage clinical products is Celiac 

disease. Nearly one percent of the world’s population suffers from the disease, and the market 

is projected to reach $8 billion dollars by 2019. No treatment options exist other than a gluten-
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free diet, and other big pharmaceutical companies like AbbVie (NYSE: ABBV) have shown 

significant interest in the market. BioLineRx’s BL-7010 for celiac patients reported a strong 

safety profile and met efficacy endpoints in an early Phase I/II trial. 

This biotech owns a lot of “shots on goal” which we always look for before taking a position in 

this highly volatile space. Each member of the company’s varied pipeline has delivered good 

clinical results in early trials and each holds a legitimate chance at reaching commercialization. 

JPMorgan explicitly cited BioLineRx’s “arsenal of products in development,” as one of its key 

attributes, also noting the likelihood that the firm’s pre-clinical assets could move forward and 

attract more pharmaceutical partners. 

Giant Novartis (NSYE: NVS) has a $10 million dollar equity investment in BioLineRx. In return, 

Novartis receives an exclusive first look at all of the Israeli-based firm’s projects, and upon making a 

selection are contractually required to pay a $5 million option fee and 50% of the remaining R&D 

expenses up to the proof-of-concept (POC) in return for the right of first negotiation for a full out-

license. Novartis could act at any time on one of BioLineRx’s many projects, generating some cash 

inflow for the company while helping to move an additional project along to commercialization. 

Milestones Approaching: 

With so many products and clinical trials in the mix, BioLineRx has quite a few milestones 

approaching. These types of events, which typically consist of the initiation or ending of a new 

trial, can serve as a catalyst for share price appreciation. Looking forward into the rest of 2015, 

the results of a pivotal BL-1040 study and one BL-8040 Phase II trial present solid opportunities 

for positive results to drive up the price of the company. In 2016, the interim results of two BL-

1080 studies as well BL-7010 later in the year could impact the firm’s valuation on the market. 
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Balance Sheet and Outlook: 

BioLineRx’s approximately $58 million cash on hand is enough to fund operations into 2018. 

This also represents approximately 50% of the company’s roughly $120 million market 

capitalization. The nearest product to commercialization is BL-1040 on which Bellerophon is a 

partner. That company paid out $7 million up front and $10 million after the successful 

completion of a phase I/II trial. BioLineRx is eligible to receive almost $120 million in additional 

development- related payments, aside from commercialization milestone payments if 

successful. With BL-1040 progressing forward in studies over the coming two years, I could see 

more development milestone payments exchanging hands. 

The company’s share price increased over seven percent recently on word that it would 

present positive safety results for BL-7010 at the Celiac Disease Symposium in Prague this 

month. JPMorgan’s price target of $5.00 per share is actually low compared to Maxim Group’s 

$8.00 per share and Roth Capital’s 

$10.50 per share targets. I agree with JP Morgan’s analysis that “investors are undervaluing 

the pipeline potential of BLRX” based on its numerous Phase II clinical trials and low trading 

price of just above $2.00 per share. 

I think the firm presents an attractive high risk/high reward play because of its many shots on 

goal, several ongoing mid-stage clinical trials, and numerous milestones approaching. 

Recommendation: Buy BLRX up to $3.00 a share. 

Position: Long BLRX 

IntellipharmaCeutics International (Nasdaq: IPCI) 

Our second addition to this report is a small biopharma company with under a $100 million 

market capitalization called IntellipharmaCeutics International (Nasdaq: IPCI). Despite its 

small size, the company is starting to gain the attention of some analysts and making progress 

with its main drug candidate. The company is focused on producing drugs that work better 

within the body. 

Controlled-release pharmaceutical products that take advantage of technology advances to 

change the way prescription drugs are delivered in the body. The release of a drug at a target 

site, over an extended period of time or at a predetermined time, can help improve efficacy 

and patient compliance with dosing instructions. IntellipharmaCeutics International is a 

promising company whose technology targets the controlled-release drug market. 

IntellipharmaCeutics’ already possesses one revenue- generating product and a stable of 

products under FDA review. Analysts are excited about an abuse-resistant treatment for pain 

relief the firm is developing, which could help solve the epidemic of prescription painkiller 

abuse that has risen across the country in the last two decades. 
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Rexista Oxycodone XR: 

As the firm’s key non-generic product, Rexista’s formulation aims to make intentional abuse 

nearly physiologically impossible while still effectively managing moderate to severe pain. The 

extended release component of the drug candidate helps prevent dose dumping, which is the 

rapid release of an active ingredient into the blood stream that can result in increased toxicity, 

side effects, and a loss of efficacy. Dose dumping can result by consuming a drug through 

crushing, vaporizing, injecting, or consuming with alcohol. 

Rexista has shown to be difficult and time consuming to syringe or inject for intravenous 

administration, and difficult to snort or inhale when crushed into particles. When crushed or 

pulverized and hydrated, the drug is designed to clot up in a hydrogel, which should prevent 

syringing and injecting, and when pulverized or reduced to particles, Rexista should be difficult 

or inefficient to snort or inhale. The release of oxycodone should be insignificant via heating 

and vaporization, and no dose dumping should occur in the presence of alcohol. Rexista is 

designed to help prevent overdoses from occurring. 

The company possesses a delivery technology called Paradoxical OverDose Resistance 

Activating System (PODRAS) that reduces the amount of drug active over 24 hours if more 

tablets than prescribed are swallowed. If a person deliberately or accidentally consumes more 

than the recommended dose, this system is designed to prevent an overdose. 

  

 

 

 

 

 

 

 

 

 

 

The firm believes it can leverage its drug delivery and formulation competencies to help reduce 

the risk of abuse plaguing the drug industry. Intellipharmaceutics should also be able to develop 

other compounds with its PODRAS platform and help reduce overdose rates, which would 

represent a massive game-changer in the prescription drug market and drive quick adoption. 
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The company filed an Investigational New Drug Application (IND) with the FDA during March in 

anticipation of the commencement of Phase III trials. A recent notification from the FDA, 

however, indicated that Intellipharmaceutics would not be required to conduct Phase III 

studies if bioequivalence to Oxycontin is demonstrated. The firm believed that its Phase I trials 

comparing Rexista with Oxycontin demonstrated bioequivalence, and the FDA just granted the 

product Fast Track status which should accelerate the approval timeline. 

The Abuse-resistant Opioid Market: 

According to the National Institute on Drug Abuse, over two million people in the U.S. suffer 

from substance use disorders related to prescription opioid pain relievers. 

 Overdose deaths have more than quadrupled in the past 15 years, exceeding those from all 

illegal drugs. In 2013, 207 million prescriptions were written for these types of pain 

medications. 

The FDA has expressed a desire to tackle this epidemic head on, requiring an Opioids Risk 

Evaluation and Mitigation Strategy (REMS) for the industry in 2011 and issuing evaluation and 

labeling guidance for “Abuse- Deterrent Opioids” in 2013. OxyContin had estimated U.S. sales 

of just over $2 billion for the 12 months ending October 2014. 

The rampant abuse of prescription painkillers and the FDA’s desire to curb the issue carve out 

a large potential market for Rexista. The impressive sales generated by OxyContin provide 

some guidance as to what type of numbers Intellipharmaceutics’ candidate could do if it 

eventually gets approved. I have little doubt that doctors everywhere would rather subscribe 

an effective painkiller with abuse-resistant qualities over traditional formulations ripe for 

abuse. 
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Pipeline Products: 

The company’s second most advanced product in its pipeline is called Regabatin XR, targeted 

at management of neuropathic pain associated with diabetic peripheral neuropathy, spinal 

cord injury and fibromyalgia. As an extended-release formulation of pregabalin, the candidate 

should reduce the number of doses patients take and improve patient compliance. 

Six Phase I clinical trials showed that Regabatin XR once- a-day was comparable in 

bioavailability to Lyrica pregabalin twice-a-day dosage and had a higher exposure during the 

first 12 hours. Intellipharmaceutics is in discussion with the FDA to have an IND submitted for 

possible commercialization following the December 30, 2018 expiration of the patent covering 

the pregabalin molecule. Given the patent implications, I will watch this candidate over the 

long term and look for FDA notifications and future clinical trials for indications of progress. 

Intellipharmaceutics’ pipeline is full of Abbreviated New Drug Applications (ANDAs) awaiting 

developments from the FDA. These drugs are generic and target patented, branded multiple 

dose per day products. All of the candidates are available for mid to late stage licensing and 

can extend the life of, improve upon or replace existing branded drugs. If any candidates 

receive partnership interest from the branded equivalent parent company then 

Intellipharmaceutics will receive significant revenue streams. 

Analyst Support and Financial Position: 

The company is not yet turning a profit, having recorded a net loss in the first quarter of just 

under one million dollars. Revenue from its agreement with Par Pharmaceuticals for the sale of 

Focalin XR, which targets ADHD, fell primarily due to the loss of exclusivity on the 15mg 

capsules. The firm ended the first quarter of 2015 with slightly over $4 million in cash, the 

same amount it ended the previous quarter with, indicating solid management and slow cash 

burn. 

In February IntellipharmaCeutics announced that it entered into an agreement with Teva 

Pharmaceuticals (NASDAQ: TEVA) the largest generic drug maker in the world. The agreement 

grants Teva the exclusive license to market an extended release drug product candidate for 

which IntellipharmaCeutics has an ANDA pending FDA approval. Neither firm has released 

specifics regarding which generic drug candidate the contract pertains to, nor have they stated 

any figures in regards to milestones or royalties. If the FDA approves the drug, however, I 

expect the company’s share price will appreciate significantly and the new revenue stream 

should be enough to at least break even if not produce a profit. 

The three analysts covering IntellipharmaCeutics have placed an average price target of $9.00 

a share on the equity; impressive given the stock sells for just over $3.00 a share currently. 

Brean Capital reiterated its Buy rating on the firm last month, and shares of the company has 

rallied recently on positive news from the FDA regarding Rexista. 
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I like the number of shots on goal the firm’s pipeline presents, and the fact that it has already 

progressed its Focalin product to FDA approval shows that it can find success through its 

development platform. Estimates expect revenue to improve from about $6 million this year 

up to near $15 million in 2016. If the company can bring in one more revenue stream than it 

currently does, which seems more than likely at this point, I’m confident it can begin turning a 

profit. 

I will look for further developments regarding the potential blockbuster abuse-resistant 

candidate Rexista to be the main catalysts for share price appreciation going forward. The deal 

with Teva and the progression of Regatin XR, however, are two factors being overlooked by 

many investors right now. If the PODRAS system can successfully nullify overdose threats in 

other compounds then I think the firm has locked in on an industry shifting technology. If that 

happens IntellipharmaCeutics could well find itself a buyout target given its small size, 

developing pipeline and key technology. 

Recommendation: Buy IPCI up to $3.75 a share with a preliminary price target of $6.00 a share. 

Position: Long IPCI 

 

Celsion Corporation (NASDAQ: CLSN) 

We are using the drop in the market over the last trading session or two to add a new 

promising small cap company to our portfolio. The name of the company is Celsion 

Corporation (NASDAQ: CLSN), which is starting to get some significant analyst coverage for a 

stock with an approximate market value of $60 million. 

Celsion develops and commercializes innovative cancer drugs, including treatments that target 

tumors with heat energy in combination with heat-activated liposome delivery systems. Its 

platform under development encompasses the gambit of chemotherapy, immunotherapy, and 

RNA therapy.  

The stock got a boost last week on the news that Celgene (NASDAQ: CELG) is acquiring 

Receptos (NASDAQ: RCPT) which is a much larger firm than Celsion but plays in a similar 

space. I think there are far more reasons to own this company than its potential value to an 

acquirer but we do expect more M&A activity in this sector of the market.  Celsion has a strong 

and diverse pipeline which provides the multiple “shots on goal” we look for when selecting 

small promising names for our portfolio. 

Some of its studies are likely to report some positive results this year. The company’s 

application to do a liver cancer study in China is under review by regulators. Celsion’s balance 

sheet is healthy, and an increasing number of analysts are placing price targets on the stock 

that represent returns of 200% to 500% from the current levels of the shares. 
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Pipeline Overview: 

ThermoDox® is doxorubicin, an anti-tumor antibiotic derived from bacteria, encapsulated in 

heat-activated liposomes. The liposomes release doxorubicin in areas when tumors receive 

heat-based treatment such as radiation frequency ablation (RFA). Doxorubicin is already 

approved for treatment of a wide range of cancers. 

Two important ThermoDox® trials are underway: DIGNITY, for recurrent chest wall breast 

cancer (RCWBC), and OPTIMA, for primary liver cancer. DIGNITY is in Phase 2 in the U.S. 

Patients enrolled have already exhausted treatments such as chemo, radiation and hormone 

therapy. Interim results showed a 58% response rate as of April and 69% as of July. 13 of the 

17 patients enrolled were eligible for evaluation of efficacy, and each experienced clinically 

meaningful and durable reduction of tumors. A Euro-DIGNITY study is in early stages. DIGNITY 

should wrap up enrollment in the third quarter of this year, and final results may be available 

in time for the San Antonio Breast Cancer Symposium in December. 

The 285 patients in the OPTIMA study receive RFA plus ThermoDox®. As of the first quarter 

conference call in May, the survival results showed 59% improvement, postponing time of 

death by 2 years beyond that of patients who received RFA only. OPTIMA is a revision of a 

previous study called HEAT. Long-term shareholders will remember it was surprisingly poor 

results in the Phase 3 HEAT study that drove the stock down by 80% in early 2013. In the 

revised study, tumors are heated for a longer time, which allows release of a higher 

concentration of doxorubicin. The results thus far suggest the approach taken in the OPTIMA 

study is much more effective than that taken in HEAT. 
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A year ago, Celsion announced its acquisition of privately held EGEN Inc., whose pipeline 

includes GEN-1, an interleukin 12 (IL-12) DNA plasmid in a nano-particle delivery system 

branded as TheraPlas. IL-12 is an established immunological anti-cancer agent. TheraPlas 

delivers its IL-12 payload to human cells, which then begin producing and secreting IL-12 

themselves. 
 

 
 

 

In Phase 1b trials of GEN-1 combined with pegylated doxorubicin in the treatment of platinum 

resistant ovarian cancer, researchers observed an 86% response rate to the highest dose and 

an overall clinical benefit of 57% in all treatment arms. Celsion plans a Phase 1b study of GEN-1 

at higher doses in first-line treatment of neoadjuvant ovarian cancer and a Phase 1 trial of 

GEN-1 combined with Avastin® and Doxil® in patients with platinum-resistant ovarian cancer. 

In the Q1 conference call, management said preclinical data from GEN-1 combined with 

Avastin shows that “the tumor burden simply goes away.” Both studies should commence in 

the second half of 2015. The company is about to enter Phase 1 trials of GEN-1 in the 

treatment of brain cancer as well.  

Addressable Markets: 

Over 400,000 new cases of primary liver cancer are reported each year in China, where it is 

nearly ubiquitous. Celsion is waiting to see whether its request to start an OPTIMA study will 

receive approval from Chinese regulators.  
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By comparison, just over 35,000 new cases of liver cancer (including intrahepatic bile duct 

cancers) are expected to be reported in the U.S. this year. Over 24,000 patients will succumb 

to the disease this year as it is extremely lethal. As of 2012, there were over 50,000 liver 

cancer patients in the U.S. 

In the U.S. and Europe, recurrent chest wall breast cancer affects over 35,000 post-

mastectomy patients each year. Cancer recurs in up to 40% of women who undergo 

mastectomy as primary treatment. 

We do not know what ThermoDox will cost, but we can compare it to other treatments. 

Sorafenib costs $10,000-12,000 for 11 weeks and delivers a survival benefit of 12 weeks. 

Breast cancer patients require far different dosages than liver cancer patients, which 

introduces some tension into the price discovery process.  

Ovarian cancer has an annual global incidence of 225,000, with 22,000 in the U.S. and 100,000 

in developed countries.  

Early Access Program (EAP): 

myTomorrows, a Dutch company, recently agreed with Celsion to implement an Early Access 

Program (EAP) for ThermoDox® in the treatment of RCWBC. An EAP gives patients in the EU 

and Switzerland ethical access to medicines still under trial. Celsion will charge commercial 

rates to reimbursement authorities. The EAP will not be a big source of revenue, but it is a step 

forward in bringing the treatment to the patients who need it. 
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Balance Sheet 

As of May, the company had $30.1 million cash, down from $37.1 million at the end of 2014. It 

expects to use $1.5 million per month for the next three years. This means it should still have 

18 months of cash on hand, which will carry it past many key development milestones. 

Strong Analyst Support: 

Analysts at research firm Maxim recently initiated coverage with a Buy rating and a $12.00 a 

share price target. H.C. Wainwright has a Buy rating and a price target of $8.00 a share. Finally, 

Griffin has a Buy rating and a price target of $7.00 a share. Celsion currently goes for just under 

$2.50 a share. 

Despite the company's progress in drug trials, its stock has languished. Negative ratings from 

publications that emphasize its financial and share price performance rather than Celsion’s 

pipeline of potentially lucrative compounds appear to be responsible for what we consider a 

good buying opportunity.  

Celsion has already broken $3.50 a share twice this year and could easily break out on more 

positive trial results or the approval of an initiation of a trial in China.  

Recommendation: Buy CLSN up to $3.00 a share. 

Position: Long CLSN 

 

I will say however, that when you take a position in any of these three strong picks, or really 

any small cap stock in the biotech and biopharma space, you should consider what I call 

“Jensen’s Rule”: 
 

1) When the stock achieves a 50% gain, sell 10% of the original stake. 

2) When the stock doubles, sell 20% of the original stake. 

3) When the stock triples, sell 20% of the original stake. 

 

Your profit is now locked in and the other half of the original stake now rides on the "house's" 

money unless something drastically changes on the company's prospects. I have found it to be 

a prudent and profitable strategy over the year. 

All of these selections have multiple “shots on goal”, upcoming catalysts and have not yet run 

up like most of the small cap biotech space in 2015.  Hopefully they can show the same gains 

over the next six months as my previous selections in this volatile but lucrative space.  Happy 

hunting.  
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