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Faster, safer delivery for ex-blockbusters 
Imagine these five things.  First, a small pharmaceutical company with a unique platform for reformulating billion-dollar drugs for oral 
delivery.  Second, that such delivery is not only safer but also much faster-acting.  Third, that the target markets are large, including 
patients suffering migraine, anxiety, erectile dysfunction, nausea and malaria.  Fourth, that a reformulated approval potentially involves 
months (not years) and costs a few (not hundreds of) millions.  Fifth, that the small pharma already has its first licensing deal with a top-
20 global pharma, as well as two other recent deals.  Well, the small pharma is SUDA.  We value it at 9 cents per share base case and 25 
cents per share optimistic case using a probability-weighted DCF approach. Our target price of 17 cents per share sits at around the mid-
point of valuation range. 
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receive payment for its preparation. Please refer below for risks related to SUDA 
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About NDF Research 

NDF is an independent equity research firm based in Sydney, Australia. It focuses on Life Science companies that 

are publicly traded on the Australian Securities Exchange (ASX), most of which are headquartered in Australia and 

New Zealand. ASX hosts one of the world’s premier equity markets for biotech and medical device companies, 

and is home to world-beating companies such as CSL and ResMed and emerging pioneers such as Mesoblast and 

Impedimed. 

NDF’s Founder and Senior Analyst, Stuart Roberts, has been involved in Life Sciences since 2002 as a sell-side 

analyst as well as an executive of two ASX-listed immuno-oncology drug developers. 

NDF believes that ASX-listed companies have been largely overlooked in the global Life Sciences boom that began 

in late 2008, partly because of insufficient quality research. NDF's goal is to provide such research, and introduce 

investors around the world to potential future billion-dollar companies from 'Down Under'. 

To learn more about the Life Sciences sector on the ASX and our firm, please visit ndfresearch.com. 

 

 

Ferry at the end of a rainbow on Sydney Harbour, August 2014 
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Introducing SUDA (ASX: SUD) 

SUDA is a drug delivery company focused on oral spray formulations of existing drugs. Between 2013 and 2016 

the company worked on a suite of oral sprays that it acquired from a US company called NovaDel Pharma. More 

recently SUDA developed its own drug delivery technology called ‘Hydrotrope’ and this is the basis of all current 

work. SUDA’s foundation product, ArTiMist, a sub-lingual oral spray for the delivery of the anti-malarial drug 

artemether, did not come from the NovaDel technology but was the first product that SUDA developed.  

Why are oral sprays potentially valuable? Small molecule drugs are able to enter the bloodstream much faster 

through the oral-mucosal layer in the mouth than through the gut as per most pills. This means that potentially 

smaller doses can be administered for the same amount of efficacy with a potential faster onset of action, which 

has safety advantages. Also, there are benefits for such drugs in terms of patient convenience given that many 

children and adults will have difficulty swallowing. For these reasons, any platform that can reformulate a drug for 

delivery via an oral spray has potential to create significant value. SUDA argues that its technology provides both 

a ‘life cycle extension’ tool for drugs nearing the end of market exclusivity as well as a novel route of administration 

for innovator drugs. 

What products are currently in the SUDA pipeline? As well as the ArTiMist sub-lingual product, SUDA is also 

working on oral sprays for sildenafil (erectile dysfunction and Pulmonary Arterial Hypertension or PAH), 

ondansetron (nausea), sumatriptan (migraine), zolpidem (insomnia) and midazolam (epileptic seizures and 

anxiety). 

Why did SUDA add a new technology platform last year? An encouraging aspect of SUDA’s development since 

2010 has been the opportunistic way in which it has improved its technology base over time. The 2013 NovaDel 

transaction represented a way for SUDA to quickly develop capability in oral spray formulation. NovaDel Pharma1 

had sold most of its assets to SUDA for a nominal value after failing to raise capital in the wake of a number of 

business-related issues2. SUDA thereby inherited, at virtually no cost3, a suite of new products based on drugs 

that, when they were still on patent, were blockbusters. There were limits, however, on the patent life of some of 

those products4. SUDA’s new and internally-developed Hydrotrope technology, which is the basis for all current 

work and has been SUDA’s main platform since 2016, has close to 20 years of patent life5. 

How advanced is SUDA commercially? SUDA recently inked a licensing deal with a Top 20 pharmaceutical 

company which we think shows the potential of its reformulation technology. The deal, announced in July 2017, 

                                                             
1 This US company had gone public on Nasdaq in late 1997. Over the next 15 years it made some progress developing its technology, which it called 
NovaMist, licensing and registering three products in the US market: Nitromist (a nitroglycerine spray), ZolpiMist (a Zolpidem Tartrate spray) and 
OroCam (a Meloxicam spray). 
2 Most notably the Pfizer patent extension for sildenafil in the US. An August 2011 Federal court judgement prevented Teva from receiving approval for 
its generic version of Viagra before October 2019. In February 2012, this expiry date was lengthened by six months, to April 2020, due to evidence that 
sildenafil is safe and effective for the treatment of pediatric Pulmonary Arterial Hypertension. We argue that these extensions were the primary reason 
that NovaDel lost its funding support. NovaDel had also stopped working on products where those products had deals in place, and as a result had not 
capitalised on negotiated milestone payments (e.g. US$26m for an ondansetron reformulation in Europe). 
3 SUDA optioned the NovaMist technology in December 2012 (see the company’s market release dated 20 December 2012 and headlined ‘SUDA signs 
option to acquire NovaMist technology) and agreed to acquire it in April 2013 for A$0.4m cash, 50 million SUDA shares and 10 million December 2015 
SUDA options with a 5-cent exercise price (see the company’s 8 April 2013 market release headlined ‘SUDA signs Sale and Purchase Agreement for 
NovaMist oro-mucosal platform technology’). The transaction closed in August 2013. SUDA subsequently renamed the platform ‘OroMist’. 
4 The earliest priority date for the NovaDel platform was 1 October 1997. That said, some NovaDel-developed products are covered by patents in key 
jurisdictions that will last until 2026 and in some cases until 2032. 
5 SUDA is, however, still using the NovaDel technology on a number of projects - sildenafil for PAH, ondansetron, ZolpiMist and sumatriptan will be 
covered by both. 

SUDA IS A 
DRUG DELIVERY 
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saw ZolpiMist, the company’s zolpidem oral spray, licensed to Teva, a leading global player in the generic drug 

space, for large emerging market opportunities in Latin America. The deal came with relatively modest upfronts 

and milestone payments, but SUDA will supply the product to Teva and receive a double-digit royalty on Teva’s 

net sales less the supply price. SUDA has granted Teva a license to ZolpiMist in Brazil, Mexico and Chile, together 

with an 18-month option to license the product in Argentina, Israel and Australia. Prior to the Teva deal SUDA also 

announced deals with the major Chinese pharma company Eddingpharm in November 2016 and signed a 

feasibility and option agreement with Pfizer Consumer Healthcare in March 2017. 

If SUDA is so good, how come the market capitalisation of the company is only A$20.7m/US$16.3m? We think 

the current low market capitalisation of SUDA mostly reflects the fact that it has only struck its landmark 

partnering deals over the last six-to-nine months, after around three years of work on its drug reformulation 

technology. We think that with subsequent deals the stock can significantly re-rate, particularly as the company 

does more work on marketing the story to the investment community. 

 

Eleven reasons to consider SUDA 

1. SUDA has potentially lucrative drug delivery technology. With sublingual and buccal delivery of drugs 

generally providing more bioavailability and rapid onset of action than other forms of drug delivery, any 

technology platform that can help reformulate drugs into this space has an opportunity to create 

shareholder value. The evidence from SUDA’s product candidates developed using its OroMist platform 

indicates the potential for commercial success. 

2. Time to market is short and cost of development is potentially low for SUDA’s reformulated drugs. 

The regulatory process for getting a drug delivery technology approved is substantially faster than for 

new drugs (ie < 3 years), with clinical trials in many instances being performed in months rather than 

years. Also, the costs of preparing new drug formulations for the market can be tiny (eg under US$10m 

opposed to the hundreds of millions or even billions for a new chemical entity). The lower costs are 

because reformulators leverage off the innovators’ pre-clinical and safety data and only need to show 

bioequivalence with the innovator product. 

3. SUDA’s products are potentially superior to the original drugs. Various clinical and pre-clinical studies 

have shown that SUDA’s products can enter the bloodstream and go to work faster than the original 

drugs, and also be more convenient for the patient. 

4. SUDA is going after some large commercial opportunities with sildenafil (erectile dysfunction and 

PAH), ondansetron (nausea), sumatriptan (migraine), zolpidem (insomnia) and midazolam (epilepsy and 

anxiety) having been blockbuster opportunities for the innovator drugs on which SUDA’s products are 

based. 

5. SUDA has developed a new penetration-enhancing technology in-house. The technology, based on 

novel combinations of hydrotropes showing even more effective delivery of drug, strengthens the 

OroMist platform. The Hydrotropes technology gives SUDA longer patent life for its products, making 

the OroMist platform more attractive to potential partners. 

SUDA’S 
PRODUCTS ARE 
POTENTIALLY 
SUPERIOR TO 
THE ORIGINAL 
DRUGS 
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6. SUDA has just executed several interactions with pharma companies with potential to be 

commercially significant. Following on from its deal with one of China’s leading pharma companies, 

Eddingpharm, in November 2016 and its announcement of a collaboration with Pfizer Consumer 

Healthcare in March 2017, SUDA was able to secure a major partnering deal with Teva, a top 20 pharma, 

in July 2017. Teva licensed the rights to SUDA’s ZolpiMist insomnia drug for three major Latin American 

countries. SUDA will supply the product to Teva who will register and commercialise the product in 

Brazil, Mexico and Chile, and SUDA will take a double-digit royalty on Teva’s gross margin. 

7. SUDA continues to build its pipeline. At any one time, SUDA, whose product development operation 

is ISO 9001-certified6 will be in active discussions with perhaps 60 pharmaceutical companies that are 

potential partners. Meanwhile in June 2017 SUDA obtained the rights to an anti-platelet drug called 

anagrelide that could be significantly enhanced (by reducing cardiotoxicity) if administered via the oral 

mucosa in a spray. We think this announcement shows that SUDA is serious about building a pipeline of 

highly useful oral spray products. SUDA also has potential programmes involving products such as the 

antihistamines clemastine and loratadine, and the hormone replacement products estradiol and 

progesterone, where NovaDel did early development work and opened INDs for clinical work, but where 

SUDA has yet to revisit the programmes.  

8. SUDA has completed development of a new malaria treatment. The company’s foundation ArTiMist 

product, while not developed using the new hydrotrope technology, is a sub-lingual spray which provides 

a rapid and efficient delivery option of the anti-malarial drug artemether. In a Phase 3 field study in Africa 

this product was able to effectively eliminate almost all the malaria parasite within 24 hours in 94% of 

cases versus only the 39% for intravenous quinine, the standard-of-care. 

9. SUDA has a growing medical supplies operation. SUDA’s Westcoast Surgical and Medical Supplies 

business, which provides medical supplies to hospitals, aged care facilities, mine sites, off-shore resource 

operations and pharmacies in Australia, generated revenue of $5.8 million in FY16 and $6.7 million in 

FY17. Westcoast is expected to continue this strong growth in FY2018 and beyond. 

10. SUDA has a capable leadership team. CEO Stephen Carter brings decades of pharma industry 

experience including time in the generics drugs space with a local company owned by Pfizer. Under 

Carter, SUDA has assembled a team with the skills to develop new drug development technologies and 

move forward valuable new delivery options for drugs which Big Pharma will likely be interested in. 

Backing Carter as Chairman is Mike Stewart who has extensive experience in the capital markets and has 

worked on international donor-funded bilateral aid projects for over 10 years. 

11. SUDA is undervalued on our numbers. We value SUDA at 9 cents per share base case and 25 cents per 

share optimistic case using a probability-weighted DCF approach. Our target price of 17 cents per share 

sits at around the mid-point of valuation range. 

 

 

                                                             
6 SUDA’s drug development operation was ISO 9001 certified in September 2014 and re-certified in July 2017 under the more rigorous ISO 9001:2015 
standards. 
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SUDA’s innovative platform technologies   

Oral-mucosal delivery is one of the most efficient ways of administering a drug. The oral mucosa is the mucous 

membrane which lines the inside of the mouth. Because this membrane is rich in blood vessels, drugs that are 

absorbed through the oral mucosa directly enter the bloodstream, bypassing the gastrointestinal tract and first-

pass metabolism in the liver. This can lead to rapid onset of action compared to conventional pills, where there is 

often an issue if the pills aren’t taken with water or a meal. It can also mean that drugs can be effective at lower 

doses. For patients with dysphagia, that is, difficulty swallowing – and that could be 40% of the adult population7 

– oral-mucosal uptake is a convenient delivery option. Oral-mucosal delivery solutions have been developed for a 

number of successful drugs over the years, such as the opioid analgesics fentanyl (Abstral) and buprenorphine 

(Subutex), nitroglycerine for angina (Nitrostat) and the anti-psychotic asenapine (Saphris8). However, not all drugs 

have been able to be administered through the oral mucosa because of the characteristics of the mucosa itself 

and the physicochemical properties of the drug. SUDA believes that its technology platform can extend the 

number of drugs deliverable in this way. 

SUDA’s platforms enables reformulation for the oral-mucosal delivery route. SUDA has developed two broad 

platforms for development of oral sprays: 

- OroMist, acquired from the US-based oro-mucosal specialist NovaDel Pharma, centres around various 

solvents that can allow drugs to be properly formulated into an oral spray. The platform works for both 

hydrophilic and lipophilic drugs.  

- Hydrotrope. In 2016 SUDA filed a patent application on its new Hydrotrope technology, where various 

combinations of hydrotropes provide rapid and efficient absorption through the oro-mucosal 

membrane. 

Hydrotrope represents one of the best platforms yet for oro-mucosal drug delivery. SUDA unveiled its 

Hydrotrope platform at the 6th Annual Symposium of Drug Delivery Systems9, held on 16-19 November 2016 in 

the Chinese city of Nanjing10. In chemistry, a hydrotrope is an organic substance that increases the solubility of 

surfactants11 and other substances in an aqueous medium12. Caffeine and urea are well known hydrotropes, as is 

the vitamin nicotinamide and sodium benzoate, widely used as a food preservative. If you were a medicinal 

chemist looking to make a drug easier to deliver orally, you might try to use a hydrotrope in your formulation 

because, having made your drug more water soluble, the drug could now more easily slip through the gut wall 

after being ingested in tablet form13. The thinking of SUDA’s researchers was a little different. Not all drugs need 

to be ‘hydrophilic’ – literally, ‘water loving’, and therefore soluble in water. Some work best if they stay more 

                                                             
7 A 2003 representative survey of US adults (n = 679) found that ~40% of respondents had experienced difficulty swallowing pills. Source: Harris 
Interactive for Schwarz Pharma, Pill-swallowing problems in America: A national survey of adults. Others estimate the prevalence of dysphagia at more 
like 4% (see Otolaryngol Head Neck Surg. 2014 Nov;151(5):765-9. Epub 2014 Sep 5). For children, the prevalence of dysphagia could be greater than 50% 
(Clin Pediatr (Phila). 2006 Oct;45(8):725-33). 
8 www.saphris.com. 
9 An annual meeting organised by a group called BIT Congress. 
10 See the company’s presentation of 17 November 2016 entitled ‘Novel formulation strategies for overcoming barriers to oro-mucosal drug delivery’. 
SUDA’s CEO, Stephen Carter, gave this presentation. So far this is the only publicly-available data on the science behind SUDA’s Hydrotrope platform. 
11 Surfactants, so-called because they are ‘surface active agents’, are substances that can reduce the surface tension of a liquid, making it easier for the 
liquid to penetrate solids. 
12 Asian Journal of Biomaterial Research 2016; 2(3): 84-87 
13 Front Pharmacol. 2016 Oct 25;7:379. eCollection 2016. 
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lipophilic, ie ‘fat loving’, because that way they can slip through the cell membrane more easily. SUDA now knows 

how to use hydrotropes to make their drugs more lipophilic. They can do this because of the ‘amphiphilic’ nature 

of hydrotropes, which simply means that these molecules are partly hydrophilic in their head and partly 

hydrophobic in the tail. The hydrophilic part is polar (it has an electrical charge), the hydrophobic part non-polar 

(no electrical charge)14. Ordinarily in an aqueous solution such amphiphilic molecules form sphere-shaped 

aggregates called ‘micelles’ where the polar heads form an outer shell in contact with water, while the non-polar 

tails are sequestered in the interior. Hydrotropes, however, while they aggregate, don’t form micelles. The kind 

of aggregate they form is called a ‘stack’. What SUDA’s researchers have found, and patented, is the use of 

hydrotropes, which, when they gather into stacks, make the formulation lipophilic and therefore better able to 

permeate buccal and sub-lingual mucosa. In effect, the hydrotrope stacks shield the drug from inhibitory 

intercellular components in the oro-mucosal layer, so that the drug crashes through and into the bloodstream. 

This know-how, being new to science, was patentable, although the original patent applications have yet to 

publish15, having only been filed in November 201616. One of the examples SUDA used to demonstrate the 

effectiveness of this approach was sildenafil, that is, Viagra. Just using a paired hydrotrope approach of caffeine 

and nicotinamide, SUDA’s chemists could provide something like a 20-fold increase in penetration compared to 

predictive models. This is so powerful that SUDA are now using hydrotropes exclusively in their reformulation 

efforts. 

505(b)(2) makes the pathway easier to get products on the market. Since it is merely a drug reformulator, 

SUDA gets to take advantage of the so-called 505(b)(2) route to market, where for already approved drugs with 

a new delivery system the applicant only needs to demonstrate that the drug to be delivered shows up in the 

blood in similar quantities as the existing drug. This significantly lowers the time and cost of developing new 

products. Typically, a new drug will cost US$800m17 and 10-13 years to bring to market. By contrast, reformulation 

of that same drug, once developed and marketed, can take a mere three to five years at a fraction of the cost.  

 

ArTiMist – An important new malaria treatment  

ArTiMist is sub-lingual artemether spray for the treatment of malaria. SUDA’s foundation product, ArTiMist, is 

a sub-lingual (that is sprayed under the tongue) version an old anti-malarial drug called artemether. The product 

has been developed for treating severe paediatric malaria and as an early interventional treatment in the pre-

referral setting. ArTiMist has completed a Phase 3 study and SUDA is now working on bringing the product to 

market. SUDA submitted a Marketing Authorisation Application (MAA) for ArTiMist to the Australian TGA in April 

2017. 

                                                             
14 Molecules are either polar or non-polar depending on their charge. If a molecule has a positive electrical charge at one end and a negative charge at the 
other end it is polar, meaning that it has electrical ‘poles’. Otherwise, it is a non-polar molecule. Whether molecules are polar or non-polar determines if 
they will mix to form a solution. Polar molecules are water soluble, while non-polar molecules are fat soluble. To get across most membranes, a drug 
must be relatively non-polar. 
15 Under the Patent Cooperation Treaty inventors are able to file a single 'international' patent application before taking it to individual jurisdictions 
asking for a patent. This application publishes 18 months after the original ‘priority date’. 
16 See the company’s 2 November 2016 market release headlined ‘SUDA Ltd files patent application for novel mucosal penetration technology’. 
17 See Journal of Health Economics 22 (2003) 151–185. 
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ArTiMist represents a new delivery system for a tried and tested anti-malarial. One of the big steps forward in 

the historic fight against malaria was the discovery in China in the early 1970s of a natural product called 

artemisinin (for which the inventor, Youyou Tu, received the Nobel Prize in Physiology or Medicine in 201518). 

Artemether, an artemisinin derivative with better oral bioavailability, has been in clinical use since the 1980s and 

gained FDA approval in 2009 when the Agency cleared a Novartis product called Coartem19. The artemisinins are 

important anti-malarials because of their ability, compared to traditional quinine and chloroquinine, to rapidly kill 

malaria parasites at an early stage of their development. SUDA’s ArTiMist now makes artemether available as a 

sub-lingual spray, with various clinical advantages over standard artemethers. 

ArTiMist worked very well in Phase 3. SUDA tested ArTiMist in a randomised, open-label Phase 3 study20 of 151 

children with malaria conducted between 2010 and 2012 in three African countries21. In this study patients were 

randomised 1:1 to either ArTiMist or intravenous quinine, which is the standard-of-care malaria treatment. The 

results, first reported by SUDA in April 2013, were outstanding. The primary endpoint of ‘parasitological success’, 

meaning a >90% reduction in parasite count after 24 hours of dosing22, was achieved in 94% of the ArTiMist group 

but only 39% of the quinine group (p<0.0001). This was remarkable because either these children had severe 

complicated malaria or had uncomplicated malaria but were unable to tolerate oral medication due to 

gastrointestinal issues. SUDA’s investigators published their results in the American journal Antimicrobial Agents 

and Chemotherapy in August 201523. 

Why ArTiMist is superior to existing standard of care. There are two main advantages for ArTiMist over existing 

products. Not only does sub-lingual drug delivery allow more rapid uptake of artemether into the bloodstream, it 

also allows administration to patients that aren’t able to swallow. Often in complicated malaria the patient is 

unconscious, or is experiencing nausea and vomiting, and regular oral dosing would not be an option in these 

cases. These together make ArTiMist, in a hospital setting for severe paediatric malaria, much simpler and cheaper 

than standard-of-care injectables. The same is true in a pre-referral setting where the alternatives are standard-

of-care rectal and injectable artesunate. It’s also worth noting that ArTiMist is shelf-stable at room temperature 

so it doesn’t need cold chain infrastructure, an important requirement in most regions where malaria is endemic. 

What’s next for ArTiMist? SUDA has not partnered ArTiMist as yet, but has filed for regulatory approval as a first 

step towards patient access. As we noted above, the company filed an Australian MAA in April 2017 and will seek 

other registrations in due course. In the meantime, it continues to have ongoing partnering discussions and is also 

looking at distribution strategies. We understand that ~US$12m has been invested in the product since it was first 

developed. SUDA believes that it has built strong relationships with various stakeholders in the new malaria 

treatment space, including the World Health Organisation (WHO) and the Medicines for Malaria Venture, a not-

                                                             
18 For background on the discovery see Sci China Life Sci. 2015 Nov;58(11):1175-9. 
19 Coartem (www.coartem.us.com) combines artemether with lumefantrine in a product indicated for acute uncomplicated malaria infections where the 

parasite is of the species Plasmodium falciparum. The idea of the combination is that artemether is short-acting while lumefantrine is long-acting. 
20 See NCT01258049 at www.clinicaltrials.gov. 
21 Rwanda, Ghana and Burkina Faso. 
22 Where the parasite was Plasmodium falciparum, which is the worst type to get because only this strain causes cerebral malaria, which is a major cause 
of death. 
23 Antimicrob Agents Chemother. 2015 Nov;59(11):6930-8. Epub 2015 Aug 24. 
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for-profit public-private partnership24. The company believes that ArTiMist treatment is covered under WHO’s 

Guidelines for the treatment of malaria. 

 

Table 1: Estimated 2015 malaria cases in selected African countries known for their significant mining 
regions. Note, Ghana and Burkina Faso participated in the ArTiMist Phase 3. 

  

Country25 
Malaria cases 

(million) 

Côte d'Ivoire 7.9 

Ghana 7.3 

Democratic Republic of the Congo 19.0 

Zambia 2.8 

Eritrea 0.1 

Mali 7.5 

Burkina Faso 7.0 

United Republic of Tanzania 5.3 

Ethiopia 2.8 

Uganda 8.5 

South Sudan 1.9 

Kenya 6.5 

Sierra Leone 2.0 

Mozambique 8.3 

Zimbabwe 1.0 

  
Total 87.8 

  
 

 

Realising value for ArTiMist. Malaria represents a significant area of unmet medical need. There were an 

estimated 214 million cases globally in 2015, and 438,000 deaths26. Traditionally malaria has been an area of low 

priority for Western world pharmaceutical companies because the disease mostly occurs in low income countries 

– in excess of 90% of estimated malaria cases in 2015 occurred in Africa (see Table 1 for key countries) and another 

7% in Southeast Asia27. That said, the disease is not completely off pharma radar screens. For one thing, Africa 

has recently emerged as a high-growth drug market that could be worth US$35-40bn, growing ~16% pa28. For 

another, Big Pharma has been known in the past to develop products for tropical diseases in a partly pro bono 

fashion – witness Merck & Co.’s development in the 1980s of Mectizan for onchocerciasis29, and, more recently, 

GSK’s development of Mosquirix, a malaria vaccine that gained European approval in 201530. In addition, there are 

                                                             
24 See www.mmv.org. 
25 Note, ranking of countries reflects the attractiveness of those countries from the perspective of foreign investors – see the Fraser Institute’s Annual 
Survey of Mining Companies, 2016. 
26 Source: World Health Organisation. 
27 Source: World Health Organisation, World Malaria Report 2016, Table 6.2. For some background on neglected tropical diseases see Drugs for the poor, 
drugs for the rich: Why the current R&D model doesn’t deliver by Manica Balasegaram of Médecins Sans Frontières, PLoS Blogs, 14 February 2014. 
28 See Africa: A continent of opportunity for pharma and patients by Tania Holt, Mehdi Lahrichi, and Jorge Santos da Silva for McKinsey, June 2015. 
29 See Africa eye war waged on river blindness by Andrew Jack, Financial Times, 13 October 2016. 
30 See the GSK press release dated 24 July 2015 and headlined ‘GSK’s malaria candidate vaccine, Mosquirix (RTS,S), receives positive opinion from European 
regulators for the prevention of malaria in young children in sub-Saharan Africa’, 
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charities such as the Gates Foundation that take a strong interest in malaria. SUDA argues that ArTiMist is an 

important asset of the company with the potential to bring significant value. We believe that pharma companies 

looking to build emerging world franchises can potentially license or outright acquire this product and we 

understand SUDA has had such discussions with potential partners in the past. 

 

ZolpiMist – Marketing a better sleeping drug 

ZolpiMist is an oral spray version of the insomnia drug Ambien. Probably NovaDel’s greatest achievement prior 

to its disposal of assets to SUDA was the development of ZolpiMist, an oral spray formulation of Ambien, Sanofi’s 

blockbuster insomnia drug. ZolpiMist gained FDA approval in December 2008 after two randomised, open-label, 

dose-ranging studies which compared ZolpiMist with Ambien tablets in young and elderly healthy volunteers and 

demonstrated bioequivalence between the two products as well as more rapid absorption of the active drug via 

the spray. 

Ambien was a breakthrough drug for the treatment of insomnia. Ambien, which was FDA approved in 

December 199231, became a huge commercial success for Sanofi because prior to this drug the only prescription 

products available to treat insomnia were the benzodiazepines, known to be potentially addictive among other 

problems. Ambien had similar hypnotic efficiency but with much less in the way of altered sleep ‘architecture’ (ie 

the regular cycles of REM and non-REM sleep), psychomotor and memory impairment, ‘rebound insomnia’ and 

so on32. With somewhere between 6% and 18% of the adult population suffering insomnia of some kind33, the 

product was able to find a receptive market and gained blockbuster status by 2002. Peak sales in 2006 were 

US$2.6bn before the immediate release version of the drug went generic in the US market in April 2007, followed 

by the controlled release in October 2010. The data suggests that generic zolpidem continues to grow its usage, 

possibly at 5% pa34. 

ZolpiMist is a better formulation of Ambien. The key thing for an insomnia drug is the speed with which the drug 

goes to work. NovaDel’s product had a faster rise in blood levels than Ambien and there was no need to take it 

with water, which meant the patient didn’t have to keep a glass next to their bedside. NovaDel originally gained 

approval for ZolpiMist indicated for ‘short-term treatment of insomnia characterised by difficulties with sleep 

initiation’. However, prior to the SUDA transaction NovaDel had been working to show that ZolpiMist would treat 

middle-of-the-night awakening where there was an expectation of four hours of sleep. SUDA acquired NovaDel’s 

data showing that ZolpiMist, with its rapid onset of action, would work well in this setting. 

SUDA is now developing the ZolpiMist opportunity outside the US. When SUDA bought most of the NovaDel 

assets in 2013 ZolpiMist was excluded. Subsequently SUDA agreed with the new owners of ZolpiMist to 

collaborate on development of this drug globally. This led to an arrangement in 2015 where SUDA gained ex-US 

                                                             
31 It was originally introduced by the Sanofi precursor Synthelabo on the French market in 1988. 
32 Sleep Med Rev. 2000 Dec;4(6):551-581. 
33 Sleep Med Rev. 2002 Apr;6(2):97-111. 
34 See, for example, The rise of Ambien: Why more Americans are taking the sleeping pill and why the numbers matter by Elijah Wolfson, The Huffington 
Post, 8 May 2013. See also Generics: The ripple effect by Judith Kulich, ZS Associates, 2010. 
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rights to the product and will pay the product’s owner, Amherst Pharmaceuticals35, a 6-12% royalty based on 

income received in particular regions36. SUDA’s first significant partnering deal related to ZolpiMist was to license 

the Chinese rights to Eddingpharm37, a fast growing and well-regarded Chinese pharmaceutical company38. 

However even more significant was the July 2017 transaction with Teva. 

The Teva partnering deal with ZolpiMist provides a key validating transaction for SUDA. Teva Pharmaceuticals 

is the world's 13th largest pharma company with US$18.5bn in 2016 revenue39. It is a significant global player in 

the field of generic drugs. In July 2017 SUDA was able to announce that Teva had licensed the rights to ZolpiMist 

in Brazil, Mexico and Chile, together with an 18-month option to license the product in Argentina, Israel and 

Australia. This deal only had relatively small upfronts and milestone payments of US$0.3m and US$1.75m 

respectively, however what it did bring was a high royalty on Teva’s net sales less the supply price. Moreover, 

SUDA will supply the product and will therefore earn a margin over and above the royalty. More importantly, Teva 

will assume responsibility for the commercial development of the drug in these territories. We think that brings 

significant upside. Chile may be a small country of only 18 million people but the population of Brazil is 206 million 

and Mexico 123 million. Brazil can be a particularly lucrative market for generic drug players. In its >US$3 trillion 

economy it is estimated to spend >9% of GDP on healthcare, high for an emerging healthcare market40.  Generic 

drugs in Brazil are estimated to be a US$25-30bn opportunity, growing 15% p.a.41 

The next steps forward for ZolpiMist. In June 2017 SUDA had a Scientific Advice meeting with the UK drug 

regulator, the MHRA, regarding the steps required to get the product approved in the EU. We see potential for 

the drug to gain this approval in 2018 or 2019 based in the available data from the 2008 FDA approval, potentially 

with a bridging study related to the different branding of the reference drug as Stilnox/Stilnoct in Europe versus 

Ambien in the US. 

 

SUD-001 – Ending migraine headaches faster 

Sumatriptan is a great migraine product. The FDA approval of Imitrex in 1992 represented a big step forward for 

migraine sufferers. Imitrex, generic name sumatriptan, was the first of the triptan class of drug. This class works 

by selective targeting 5-HT1B and 5-HT1D receptors in the Central Nervous System, avoiding other receptor 

subtypes that would mediate nausea and other side effects from earlier drugs such as the ergot alkaloids. Imitrex 

enjoyed peak sales of US$1.4bn in 2007 for GSK and it prompted the development of other triptans, notably 

Maxalt from Merck & Co., Zomig from AstraZeneca, Axert from J&J and Frova from Endo. 

NovaDel completed a proof-of-concept pharmacokinetic Phase 1 study and a Phase 2 efficacy study with 

SUD-001. The pharmacokinetic study, for which results were announced in September 2008, showed that the oral 

                                                             
35 Privately held, Basking Ridge, NJ, www.amherstpharmaceuticals.com. 
36 See SUDA’s market releases dated 8 January 2015 (‘SUDA Ltd enters into license and collaboration agreement with Amherst’) and 10 December 2015 
(‘SUDA Ltd amends license agreement with Amherst Pharmaceuticals’). 
37 Shanghai, China, privately held, www.eddingpharm.com. 
38 Interestingly, this company has three major US venture investors – Orbimed, Sequoia and Domain Associates. 
39  Source: Pharmaceutical Executive magazine. 
40 See the Deloitte publication 2015 health care outlook: Brazil. 
41 See Brazil pharmaceutical market to near US$30 billion by 2021 by Jay Forte, Rio Times, 23 June 2017. 
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spray provided up to 50% more bioavailability of sumatriptan than was the case with Imitrex42. The Phase 2 

efficacy study showed that SUD-001 reduced pain significantly quicker than the standard 50mg Imitrex tablet with 

a dose of just 20mg.  

SUDA is now preparing for the pivotal trial of SUD-001. SUDA has had successful meetings with the FDA and 

MHRA to define the pivotal PK trial in adults. The company expects that the relevant study would require just 70 

subjects and would compare SUD-001 with injectable, nasal and tablet forms of sumatriptan. SUDA is now making 

plans to initiate that study. 

The upside for Suda is significant given the market size. Around 17% of US adults regularly get migraines43 and, 

as a consequence, migraine remains a significant area of R&D activity for Big Pharma – witness the late stage 

clinical success of various CGRP inhibitors from Eli Lilly, Amgen, Teva Pharmaceuticals and a biotech company 

called Alder BioPharmaceuticals44. However, with the triptans having been a mainstay of treatment now for over 

two decades, there remains strong demand for better formulations of that class. 

SUD-002 – A faster-acting ondansetron 

Ondansetron was a breakthrough drug for chemotherapy-induced nausea and vomiting. Chemotherapy 

frequently results in nausea and vomiting, however Zofran, generic name ondansetron, provided a new drug to 

deal with that problem through its mechanism of action as a potent and highly selective 5-HT3 receptor 

antagonist. Peak sales in 2006 for GSK were US$1.6bn. 

SUDA has a better ondansetron. NovaDel Pharma was able to show, in March 2006, that its 8-mg oral spray was 

statistically bioequivalent to an 8-mg ondansetron Zofran tablet. Where the NovaDel product had an advantage 

was that the median time to detectable ondansetron levels was 15 minutes for the spray versus 30 minutes for the 

tablets (p<0.01)45. Also, an oral spray has obvious delivery advantages over a tablet when patients are vomiting. 

After SUDA’s work on SUD-002, the product may not need any further clinical development. NovaDel and its 

partners studied its ondansetron spray in >300 patients and SUDA believes that that may be enough to allow it to 

file for approval in key markets. NovaDel had originally licensed the product, branded Zensana, to a San Francisco-

based biotech company called Hana Biosciences, which later became Talon Therapeutics46. Hana had sought to 

file an NDA over the product in 2006, however in 2007 that NDA was withdrawn because NovaDel had developed 

a better formulation47. Later in 2007 the rights to the new formulation were sub-licensed to the generic drug 

company Par Pharmaceutical48, but in November 2008 Par announced that its bioequivalency studies with the 

product had yielded mixed results. This was one of the problems that dogged NovaDel prior to its shut-down in 

2011/12. Since taking control of the programme in 2013, SUDA has optimised the manufacturing process so as to 

enhance the stability of SUD-002, and now believes that it can now go back to asking for marketing approval. The 

                                                             
42 See the NovaDel press release dated 4 September 2008 and headlined ‘NovaDel announces data from pilot efficacy study comparing sumatriptan oral 
spray to Imitrex tablets’. 
43 Source: 2011 National Health and Nutrition Examination Survey- see Headache. 2013 Mar;53(3):427-36. Epub 2013 Mar 7. 
44 Bothell, Wa., Nasdaq: ALDR, www.alderbio.com. 
45 See the NovaDel press release dated 9 March 2006 and headlined NovaDel announces that ondansetron oral spray has met the key regulatory 
requirement of bioequivalence’. 
46 Acquired by Spectrum Pharmaceuticals in 2013 for a vincristine reformulation called Marqibo. 
47 See the NovaDel press release dated 23 March 2007 and headlined ‘NovaDel’s European formulation of ondansetron targeted for U.S. Zensana’ 
48 Acquired by Endo in 2015. 
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company is now seeking meetings with regulators to discuss if any further clinical work is required prior to 

submission of an NDA or MAA. 

SUD-002 has prospects for a licensing deal. NovaDel Pharma licensed the Korean rights for Zensana to a local 

company called Kwangdong Pharmaceutical49. We understand this partnership is still in place with SUDA. Given 

the US$2.5bn global market opportunity, we expect further commercial interest in other markets. 

 

Figure 1: Viagra remains a blockbuster for Pfizer 

 

 

SUD-003 – The hard sell on erectile dysfunction 

SUDA has developed an oral spray for sildenafil. Most people know sildenafil by its brand name, which is Viagra, 

the original drug for the treatment of erectile dysfunction (ED). With around 18% of men over the age of 20 in the 

US affected by this condition50, Viagra not unreasonably became a blockbuster within two years of its March 1998 

FDA approval, and the product remained a consistent best seller for Pfizer even after Eli Lilly launched the first 

competitor, Cialis51, in 2003, Bayer came out with Levitra52 in 2007 and Stendra53, originally developed by the 

California drug development company VIVUS54, launched in 2012. All the erectile dysfunction drugs to date work 

by inhibiting an enzyme called phosphodiesterase type 555, however the drugs that have followed Viagra have 

represented improvements on that drug. Cialis came with a longer half-life, meaning that it could be effective up 

                                                             
49 Seoul, Korea, KRX: 009290, eng.ekdp.com. 
50 See Selvin et. al., Am J Med. 2007 Feb;120(2):151-7, which uses 2002-2002 NHANES data. 
51 Generic name tadalafil, see www.cialis.com. 
52 Generic name vardenafil, see www.levitra.com. 
53 Generic name avanafil, see www.stendra.com. 
54 Mountain View, Ca, Nasdaq: VVUS, www.vivus.com. 
55 PDE5 inhibitors treat erectile dysfunction by relaxing the blood vessels in the penis, allowing more blood to flow into them. It does so by preventing 
PDE5 from degrading cyclic GMP, which is responsible for helping to relax the muscles that line the relevant penile arteries. The 1998 Nobel Prize in 
Physiology or Medicine went to the Americans Louis Ignarro (1941-    ), Robert Furchgott (1916-2009) and Ferid Murad (1936-    ) for their work on the 
signalling properties of nitric oxide, which among other things stimulates production of cyclic GMP. 

0

500

1,000

1,500

2,000

2,500

1
99

8

1
99

9

2
00

0

2
00

1

2
00

2

2
00

3

2
00

4

2
00

5

2
00

6

2
00

7

2
00

8

2
00

9

2
01

0

2
01

1

2
01

2

2
01

3

2
01

4

2
01

5

2
01

6

V
ia

gr
a 

gl
o

b
al

 s
al

e
s 

fo
r 

P
fi

ze
r 

(U
SD

m
)

SUDA HAS A 
BETTER 
VIAGRA 



 

ABN 11 209 563 517,  ndfresearch.com   Page 15 
 

Report on SUDA (ASX: SUD) 

14 August 2017 
Providing independent research coverage of 

ASX-listed Life Science companies 

 

to ~36 hours56. Levitra came with a more rapid onset of action57. Stendra also has rapid onset of action but also 

enhanced PDE5 selectivity58. Even with all these improvements, such was the power of the Viagra brand that it 

has never had a year since 1999 when it sold under US$1bn globally (see Figure 1). That, however, will change as 

of December 2017 when the drug will finally go generic in the US with the launch of Teva’s authorised generic59. 

Full generic competition for Viagra starts in April 2020. 

SUDA’s sildenafil works better than the original. The thing about Viagra that allowed other products to compete 

was that it tended to take some time for the drug to kick into action. Not as long as many people thought - most 

patients using Viagra can gain a penetrative erection within 30 minutes after dosing60 - however that 30 minutes 

opened up opportunities for other products with a faster mechanism. SUDA argues that its sildenafil is potentially 

that product. While it’s not clear how fast the new product will be, we do know that it requires less drug to work. 

In October 2010 NovaDel announced the results of a safety study of its formulation which showed that 20 mg of 

its formulation was bioequivalent to the 25 mg Viagra tablet61. 

- SUDA indicated throughout 2016 that further formulation work had markedly improved the original 

SUD-003 formulation62. That formulation was considered by SUDA at least 20% more bioavailable than 

the original sildenafil.  

- It was the work on developing a more efficient formulation for ED, that led SUDA to the new Hydrotrope 

technology. We noted above that, when SUDA discussed Hydrotrope publicly for the first time last 

November, it was able to confirm that Hydrotrope-based delivery had improved the transmission of 

sildenafil across its predictive porcine mucosal membrane model by over 20-fold63. SUDA is continuing 

to work on further improvements of this product. 

 

SUD-004 – A new treatment solution for PAH 

Sildenafil is used to treat high blood pressure, not just erectile dysfunction. Pulmonary Arterial Hypertension 

(PAH) is high blood pressure in the arteries that go from the heart to the lungs, leading to right ventricular failure 

and death. While the condition is more common in children than in adults, PAH is a rare disease, with an estimated 

prevalence of perhaps 50 cases per million64, so that the US patient population is only around 17,000. Sildenafil is 

an effective treatment for PAH65 and Pfizer gained FDA approval for this indication in June 2005 with a new 

product called Revatio66. 

                                                             
56 This doesn't mean, however, a continuous erection over that time period, since efficacy depends upon a normal sexual stimulus. Cialis’ half-life is 17.5 
hours. See Int J Clin Pract. 2002 May;56(4):300-4. 
57 Working as early as 16 minutes after administration. See Curr Urol Rep. 2003 Dec;4(6):479-87. 
58 See Expert Opin Investig Drugs. 2010 Nov;19(11):1427-37. Epub 2010 Oct 13. 
59 This generic gained FDA approval in April 2016. 
60 Br J Clin Pharmacol. 2002 Feb; 53(Suppl 1): 61S–65S. 
61 See the NovaDel press release dated 15 October 2010 and headlined ‘NovaDel Pharma Inc. announces positive data from pilot pharmacokinetic study 
comparing Duromist (sildenafil citrate oral spray) to Viagra tablet’. 
62 See SUDA’s 25 November 2016 Annual General Meeting presentation, slide 18. 
63 See the company’s presentation dated 17 November 2016, op. cit., slide 22. 
64 See Eur Respir J. 2007 Jul;30(1):104-9. Epub 2007 Mar 14. 
65 Vasc Health Risk Manag. 2006 Dec; 2(4): 411–422. 
66 See www.revatio.com. 
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SUDA will go after the PAH indication with its sildenafil formulation as an Orphan drug. Unlike SUDA’s work 

on sildenafil for SUD-003, where the company is seeking to further enhance the speed of absorption and 

bioavailability of its formulation, the company intends to use the original formulation acquired from NovaDel 

for PAH where, as we noted above, SUDA has shown superiority to sildenafil but a similar pharmacokinetic 

profile. For one thing, there is no need for a faster onset for PAH and the Revatio dose is only 20mg. For another, 

the company is already able to show bioequivalence with the existing formulation. Whilst PAH is an Orphan 

disease, which offers benefits in the registration process and extended market exclusivity, the market is a large 

one because the economics of sildenafil in this indication are high67. At peak sales in 2011 Revatio was a >US$0.5bn 

best-seller for Pfizer. 

 

Figure 2: Revatio significantly extended Pfizer’s sildenafil franchise 

 

 

 

SUD-005 – Delivering a versatile benzodiazepine  

Midazolam has multiple potential indications. The benzodiazepine class of drug is often associated in the 

public’s mind with the treatment of anxiety because the first of that class, Valium, generic name diazepam, was 

commonly prescribed for anxiety after its introduction by Roche in 196368. The benzodiazepines are, however, a 

versatile class. As hypnotics, they can treat insomnia; as anti-convulsants, they are a staple of epilepsy treatment; 

and as sedatives they are useful in anaesthesia69. One such benzodiazepine, called midazolam, was invented by 

                                                             
67 BMC Health Serv Res. 2014; 14: 676. 
68 It became the world’s first blockbuster drug. 
69 Drugs. 1994 Jul;48(1):25-40. 
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Roche in the mid-1970s and gained FDA approval in December 1985 under the brand name Versed. That product’s 

initial use was as an anaesthetic – specifically, as a preoperative agent for conscious sedation. Midazolam was a 

preferred drug in this space for many years due to its rapid onset and short duration of action, its mild 

cardiovascular and respiratory side effect profile, its potency (two to four times as potent as diazepam) and its 

water solubility (resulting in fewer local adverse reactions after injection)70. 

SUDA has considered an oral spray of midazolam for pre-procedural anxiety. NovaDel had previously done 

pre-clinical work on its midazolam product as a potential treatment for pre-procedural anxiety, where it had 

known benefits71, and SUDA has thought about following this path72. Dental pre-operative sedation would be an 

obvious path here given midazolam long history of clinical use in this setting73. 

SUDA is now focused on developing midazolam for epilepsy. One of midazolam’s more recent reformulations 

has been Buccolam, a buccal-delivered product that was originally developed by a US specialty pharma 

company called Viropharma and indicated for the treatment of epileptic seizures74. That company gained EMA 

approval for Buccolam in September 2011 for use in paediatric patients aged 3 months to 18 years75. The 

advantage of Buccolam in this setting was that the alternative was rectal diazepam76, with the former product 

being more convenient. Viropharma was bought by Shire in late 2013 for US$4.2bn. While Shire does not 

disclose sales of Buccolam, there is arguably considerable upside for the product - in the US, pediatric incidence 

of epilepsy is around 70 per 100,000, versus only 40 per 100,000 for older age groups77, suggesting 50,000-60,000 

patients for the drug in any one year. Total US prevalence of epilepsy – reflecting all patients with a history of 

seizures whether past or present –  is in the order of 0.8% of the population78, or 2.5 million people. 

 

Potential upside from Pfizer  

SUDA is collaborating with Pfizer Consumer Healthcare. In March 2017 SUDA signed a feasibility and option 

agreement with Pfizer Consumer Healthcare relating to ‘two over-the counter molecules’. This is a major 

opportunity for SUDA because that company is the largest pharma company in the world, with US$45.9bn in 2016 

revenue79. That size in turn makes Pfizer Consumer Healthcare, at US$950m in 2016 revenue, one of the biggest 

suppliers of OTC products around, with iconic brands such as the multivitamin Centrum and the ibuprofen brand 

Advil. Interestingly, Pfizer Consumer Healthcare’s business could also benefit in the near future from a switch in 

some jurisdictions for Viagra, making that brand available OTC80. 

                                                             
70 Clin Pharm. 1987 Jul;6(7):533-47. 
71 J Clin Anesth. 2004 May;16(3):177-83. 
72 See the company’s 20 September 2016 presentation, slide 7. 
73 Spec Care Dentist. 1999 Nov-Dec;19(6):259-66. 
74 Patient Prefer Adherence. 2013; 7: 27–34. 
75 It was the first children’s medicine in Europe to hold a new approval type called PUMA, short for ‘Paediatric Use Marketing Authorisation’. PUMA was 
introduced to cover medicines which are exclusively developed for use in children and have already been authorised, but which no longer have patent 
protection. Such medicines are granted ten years of exclusivity. 
76 With conventional oral midazolam, the risk was always the patient choking on the medication. 
77 Estimated from Epilepsia. 1993 May-Jun;34(3):453-68. 
78 Epilepsia. 2015 Jun;56(6):942-8. Epub 2015 Apr 29. 
79 Source: Pharmaceutical Executive magazine. 
80 See Second time's the charm? Pfizer tries again with OTC Viagra in the U.K. by Beth Snyder Bulik, FiercePharma, 28 March 2017. 
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Why Pfizer is looking for help on OTC delivery? Once a medicinal-type product is available OTC it has to rely on 

heavy marketing in order to retain brand awareness. Advil, for example, is understood to have a marketing budget 

in the order of US$80m81. One of the ways in which to maintain brand momentum is to introduce new delivery 

technologies that reduce dosing or improve the user’s convenience. 

Where to from here with Pfizer? Obviously, the Pfizer collaboration is still at the feasibility stage, in which Pfizer 

is paying SUDA to formulate these OTC oral sprays. Pfizer has no commercial rights to SUDA’s formulations. 

There is potential, however, for this collaboration to transition into a full global commercial licensing deal. 

The Pfizer collaboration provides a template for future pharma collaborations by SUDA. We noted above that 

SUDA’s product development operation is ISO 9001-certified. That allows SUDA to perform in-house a lot of 

development work on behalf of companies interested in life cycle management of their products. The model is 

that the pharma optioning SUDA’s platform pays fees for the development work, with the potential for the project 

to transition, at the pharma’s election, into an upfronts/royalties/milestones-type deal. 

 

An interesting early-stage project in anagrelide  

SUDA has the rights to develop anagrelide in cancer. In June 2017 SUDA announced that it had acquired the 

rights to develop a drug called anagrelide as a potential new cancer treatment. Anagrelide, marketed by Shire as 

Agrylin or Xagrid, is part of the ‘imidazoquinoline’ family of nucleoside analogues. The drug is indicated for the 

treatment of elevated platelet counts in patients with thrombocythaemia, a rare disease where too many 

platelets are produced. The trouble with anagredlide is the high level of cardio-stimulatory activity82. SUDA 

believes that, reformulated into an oral spray with OroMist, the drug could be made effective at higher doses for 

the treatment of solid tumours by avoiding first pass metabolism, minimising the cardiotoxicity of anagrelide’s 

metabolite. SUDA will take over the IP management from Aluztra Bio, a UK company which has IP rights around 

anagrelide, and Aluztra’s partner Cancer Research UK, and will pay a low single-digit percentage royalty on sales 

or a share of income from commercialisation if it is successful. 

 

Westcoast – A dependable, but non-core, business  

Westcoast is a medical products distribution business. One SUDA venture that the company does not regard as 

core, but which could end up contributing shareholder value, is Westcoast Surgical and Medical Supplies, which, 

as its name suggests, is a Perth-based83 distributor of healthcare consumables and capital equipment that SUDA 

inherited in 2006 from the days when it was a developer of medical devices. Westcoast enjoyed A$6.7m in FY17 

revenue, up 16% on the previous year. Westcoast is expected to remain modestly profitable in the years ahead. 

                                                             
81 See Advil calls review on $80 million account by Rupal Parekh, AdAge, 6 July 2010. 
82 Prescrire Int. 2006 Jun;15(83):83-6. 
83 See westcoastsurgical.com.au. 
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The business is growing. The secret to Westcoast’s success is its focus on the Western Australian geography and 

its expertise in logistics, which enables it to operate profitably in this defined niche. Western Australia is a large 

state84 with a far-flung economy based on the resources sector. As a consequence, businesses that are able to get 

surgical and medical supplies to locations as remote as Telfer or the offshore North West Shelf gas fields tend to 

attract repeat business. 

What will SUDA do with Westcoast? We believe that, if nothing else, Westcoast helps de-risk the SUDA story 

from an investor perspective because the profits from the business reduce the new capital that needs to go into 

oral spray development.  

 

SUDA’s capable leadership team  

CEO Stephen Carter, a chemist by background and CEO of SUDA since October 2010, brings many years of drug 

development and manufacturing experience gained at companies such as Delta West, the Perth-based generic 

drug maker (now a local operation of Pfizer), as well as a cancer drug developer called Solbec and other smaller 

companies. Under Carter, SUDA has rapidly built its platform capability through both the NovaDel acquisition and 

the more recent Hydrotrope project, and has moved SUDA up the commercial path, as evidenced by the recent 

Teva deal. CFO Joseph Ohayon brings corporate and financial skills, including 12 years in the healthcare industry. 

Chief Business Officer Nick Woolf has a strong track record in international Business Development, has signed 

three deals with pharma in the last 12 months and has laid the foundation of important relationships with 

numerous other potential pharma partners. And Technical Manager Dr Carol Worth, a development chemist, 

brings drug development smarts that have laid the foundations for new significant new IP to be built into the 

company through the Hydrotrope project. Chairman Mike Stewart85 has a strong foundation in the capital 

markets and experience in international aid. Together with Steve Carter he has played a pivotal role in 

restructuring and repositioning SUDA in the pharmaceutical space. 

  

                                                             
84 If it were a sovereign nation, Western Australia would be the tenth largest country in the world, with a surface area of 2.53 million sq km. 
85 The SUDA board is a three-main affair consisting of Stewart, Carter and Ohayon. 
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Valuing SUDA  

We value SUDA at 9 cents per share base case and 25 cents per share optimistic case. Our target price of 17 

cents per share sits at around the mid-point of our valuation range. 

 

Table 2: Our valuation of SUDA 

 

 

Our basic valuation approach 

We valued SUDA using a probability-weighted DCF approach. For each indication modeled, we used 15 years of 

commercial exclusivity for the products followed by a negative 3-5% pa terminal growth rate.  Our WACC was 

13.1%, a ‘High’ risk rating86. 

  

                                                             
86 For a relevant discount rate, we use WACCs of between 10.9% and 15.3% depending on the risk for Life Science companies. This is derived from a RFR 
of 2.6%; a MRP of 7.5%-11.5% (7.5% for ‘medium risk’ companies, 9.5% for ‘high risk’ companies and 11.5% for ‘speculative’ companies; and an ungeared 
beta of 1.1. We regard Life Science companies with existing businesses, or who have enough capital to reach the market with their products, as ‘Medium’ 
risk. Companies that have small revenue streams from marketed products, or have optioned their products to larger partners, but that are still potentially 
in need of capital are ‘High’ risk. Everything else is ‘Speculative’. 

Base case Optimistic case

Zolpimist (Teva) (A$m) 34.2 105.5

Zolpimist (Eddingpharm) (A$m) 16.5 53.9

Zolpimist (EU) (A$m) 15.3 44.7

Ondansetron (A$m) 2.6 11.6

Sumitriptan (A$m) 3.3 8.4

Sildenafil - ED (A$m) 7.1 19.7

Sildenafil - PAH (A$m) 5.0 12.6

Midazolam (A$m) 1.8 7.3

Pfizer (A$m) 2.5 6.3

ArTiMist (A$m) 19.4 51.0

Westcoast ($Am) 1.9 4.5

Total programme value 109.6 325.4

Value of tax losses 12.6 12.6

Corporate overhead -16.1 -16.1

Cash now (A$m) 1.8 1.8

Cash to be raised (A$m) 0.0 0.0

Option exercises (A$m) 6.2 6.2

Total value  (A$m) 114.1 329.9

Total diluted shares (million) 1,318.7 1,318.7

Value per share $0.087 $0.250

Valuation midpoint $0.169

Share price now (A$ per share) $0.017

Upside to midpoint 891.2%
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Products valued 

- Core products. We assumed payoffs from ArTiMist and the ZolpiMist transactions with Teva and 

Eddingpharm87, as well as a future partnership for EU rights to the product.  

- ‘Platform’ products. In addition to the above we assumed payoffs for sildenafil (erectile dysfunction and 

PAH), ondansetron (nausea), sumatriptan (migraine), midazolam (epilepsy and anxiety) and the Pfizer 

Consumer Health collaboration, but discounted the future payoffs from these products on the 

assumption that not all of them would proceed. We conservatively used the number one in five as the 

projects in this category that would succeed. That discount merely reflects the fact that NovaDel Pharma 

was not able to survive as an independent company, in spite of good clinical data for most of that 

company’s life and its ability to develop products that gained regulatory approval. We see the potential 

for our platform discount to be improved over time, as more clinical, and particularly commercial, success 

is registered by SUDA. Moreover, in our thinking, future announced partnership arrangements would 

move these products into the ‘core’. 

- Other products. For conservatism’s sake, we did not model the Anagrelide project, even though there is 

potential for this project to yield substantial amounts of shareholder value in the rights hands. 

Commercial outcomes 

We lay out our assumptions for the valued indications in the Figures below. We believe our assumptions on peak 

sales are justified by the historic size of the markets for the relevant product. 

Risk weightings for clinical and regulatory 

For each indication, we assigned a 90% probability of success, to account for the potential for rejection of the 

company’s filings for marketing approval88. 

Further capital 

We assume that after the April 2017 placement at 2 cents per share no further capital needs to be raised but that 

revenue from partnering deals and collaborations can take the company forward from here. 

Westcoast 

We conducted a DCF valuation of Westcoast assuming moderate growth assumptions for that business, which we 

assumed stayed profitable from here. 

  

                                                             
87 Here our royalty estimates reflect the combination of supplying the product as well as receiving royalties on net sales less the supply price. 
88 See Clin Pharmacol Ther. 2010 Mar;87(3):272-7. Epub 2010 Feb 3. 
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Valuation – Project parameters  

 

 

 

  

Figure 3:  Teva project parameters 

   

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 0 0 

License date 2018 2018 

License upfront (USDm) 0.30 0.30 

License milestones (USDm) 1.75 1.75 

Royalty rate 20.0% 30.0% 

Earliest approval 2020 2019 

Peak sales (USDm) 100 160 

    

Figure 4: Eddingpharm project parameters 

   

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 0 0 

License date 2018 2018 

License upfront (USDm) 0.30 0.30 

License milestones (USDm) 0.20 0.20 

Royalty rate 15.0% 20.0% 

Earliest approval 2020 2019 

Peak sales (USDm) 60 120 

   
 

Figure 5: ZolpiMist EU project parameters 

   

 

Base 
case 

Optimistic 
 case 

SUD investment required (AUDm) 0 0 

License date 2020 2019 

License upfront (USDm) 3.00 5.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 12.0% 20.0% 

Earliest approval 2023 2022 

Peak sales (USDm) 80 110 
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Figure 6: Ondansetron project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 2 1 

License date 2022 2021 

License upfront (USDm) 1.00 2.00 

License milestones (USDm) 3.00 5.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2023 2022 

Peak sales (USDm) 60 120 

    

Figure 7: Sumatriptan project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 2 1 

License date 2022 2021 

License upfront (USDm) 2.00 3.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2024 2023 

Peak sales (USDm) 70 90 

    

Figure 8: Sildenafil ED project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 2 1 

License date 2020 2019 

License upfront (USDm) 2.00 3.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2021 2020 

Peak sales (USDm) 110 150 
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Figure 9: Sildenafil PAH project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 2 1 

License date 2020 2019 

License upfront (USDm) 2.00 3.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2021 2020 

Peak sales (USDm) 70 90 

    

Figure 10: Midazolam project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 2 1 

License date 2020 2019 

License upfront (USDm) 2.00 3.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2024 2023 

Peak sales (USDm) 40 80 

    

Figure 11: Pfizer project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 0 0 

License date 2020 2019 

License upfront (USDm) 2.00 3.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2021 2020 

Peak sales (USDm) 30 40 
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Re-Rating SUDA 

We see the following events potentially helping to re-rate SUDA towards our target price. 

- Further clinical work on the company’s lead compounds, including anagrelide; 

- Publications in peer-reviewed journals related to the science behind the Hydrotrope platform as well as 

SUDA’s clinical candidates; 

- Publication of SUDA’s patent application related to the Hydrotrope platform; 

- Progress with the Pfizer collaboration; 

- Early sales success for Teva with ZolpiMist; 

- Potential approval of ZolpiMist in Europe; 

- Further partnering deals for SUDA’s other candidates; 

- Evaluation options and other collaborations with Big Pharma. 

 

Appendix I – A SUDA glossary 

505(B)2 – An FDA regulatory approval process that applies for new drug delivery technologies and formulations 

where the drug being delivered is already FDA approved. With 505(B)2 applications only the safety and efficacy of 

the delivery technology needs to be demonstrated to the agency. 505(B)2 refers to the relevant section of 

America's Food, Drug & Cosmetic Act. 

Active Pharmaceutical Ingredient (API) – The part of a drug with pharmaceutical activity as opposed to a mere 

‘support’ role. 

Ambien – See Zolpidem. 

Anti-emetic – A drug designed to prevent nausea and vomiting. 

Figure 12: ArtiMist project parameters 

  

 

Base 
case 

Optimistic 
case 

SUD investment required (AUDm) 0 0 

License date 2021 2020 

License upfront (USDm) 2.00 3.00 

License milestones (USDm) 5.00 10.00 

Royalty rate 20.0% 30.0% 

Earliest approval 2021 2020 

Peak sales (USDm) 60 80 
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Artemether – An anti-malaria drug of the artemisinin class ultimately derived ultimately from a shrub native to 

China called the sweet wormwood, Artemisia annua. SUDA’s ArTiMist product is sub-lingual artemether. 

ArTiMist – SUDA’s sub-lingual artemether-based malaria treatment. 

Benzodiazepines – The class of tranquilliser drugs best known for Valium. 

Buccal – Relating to the cheek. 

Bioavailability – The quantity of a drug that is able to make it to its target once inside the body. High 

bioavailability is an important component in a drug’s prospects for commercial success. 

Blockbuster – A pharmaceutical drug with more than US$1bn in annual sales.  

DuroMist – See SUD-003. 

Erectile dysfunction (ED) – The persistent inability to achieve or maintain an erection for satisfactory sexual 

intercourse. 

First pass metabolism – Metabolism of drugs before entering the systemic circulation. 

Hydrotropes – Organic compounds that increase the solubility of a surfactant or drug formulation.  

Imitrex – See sumatriptan. 

IND – Short for Investigational New Drug application, a request filed with the FDA for authorisation to conduct 

human trials of a new drug or biological product in the United States.  

ISO 9001 – A Quality Management System for pharmaceutical development that SUDA uses. 

MAA – Marketing Authorisation Application, a filing for regulatory approval of a particular drug or medical device. 

Malaria – An infectious disease that is generally contracted from the bite of a female mosquito infected with a 

malaria parasite. Malaria is characterised by recurrent cycles of chills, fever, pain and sweating. Severe malaria 

disease is often called ‘complicated’. 

MHRA –  the Medicines and Healthcare products Regulatory Agency, the UK’s answer to the FDA. 

Midazolam – A sedative and anti-anxiety drug of the benzodiazepine class. The innovator product, Versed, gained 

FDA approval in December 1985. 

NDA – Short for New Drug Application, a filing with the FDA for permission to market a new drug. Before filing, 

applicants generally have a pre-NDA meeting with the FDA to check what the agency will be requiring in the filing. 

New Chemical Entity – A drug that has yet to gain regulatory approval.  

Ondansetron – An anti-emetic drug frequently used in the treatment of chemotherapy-induced nausea and 

vomiting. Zofran from Glaxo, gained FDA approval in January 1991. 

Oral mucosa – The mucous membrane which lines the inside of the mouth. 

OroMist – SUDA’s platform technology for the development of oral spray drug formulations. OroMist was 

previously called NovaMist. 
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Pharmacokinetics (PK) – The study of the time course of a drug’s absorption, distribution, metabolism, and 

excretion from the body. 

Phase – A stage of the clinical trialling process for a drug candidate. Phase 1 tests for safety. Phase 2 tests for 

efficacy in a small sample. Phase 3 tests for efficacy in a large sample. 

Polar –  A molecule that has a positive electrical charge at one end and a negative charge at the other end. 

Pulmonary Arterial Hypertension (PAH) – High blood pressure in the arteries that go from the heart to the lungs. 

Scientific Advice – Guidance from the EMA or individual EU member state regulators about what they require in 

order to approve a drug or medical device. 

Sildenafil – A drug for the treatment of ED and PAH. The Pfizer innovator products, Viagra for ED and Revatio for 

PAH, gained FDA approval in March 1998 and June 2005 respectively. 

Stilnox – See Zolpidem. 

Sub-lingual – Delivered under the tongue. 

SUD-002 – SUDA’s oral spray formulation of ondansetron. 

SUD-003 – Also called DuroMist, SUDA’s oral spray formulation of sildenafil for the treatment of erectile 

dysfunction. 

SUD-004 – SUDA’s oral spray formulation of sildenafil for the treatment of Pulmonary Arterial Hypertension. 

SUD-005 – SUDA’s oral spray formulation of midazolam. 

Sumatriptan – A drug for the treatment of migraine. The innovator product, Imitrex from Glaxo, gained FDA 

approval in December 1992. 

Versed – See midazolam. 

Viagra – See sildenafil. 

Zensana – NovaDel Pharma’s brand name for the product now called SUD-002. 

Zofran – See ondansetron. 

ZolpiMist – SUDA’s oral spray formulation of Zolpidem. 

Zolpidem – A sedative hypnotic agent that is used for the treatment of insomnia. The innovator product, Ambien 

from Sanofi, gained FDA approval in December 1992. In other jurisdictions, Zolpidem is marketed as ‘Stilnox’. 

 

Appendix II – SUDA’s IP position 

The intellectual property covering SUDA’s OroMist technology is covered by 25 main patent families which in turn 

cover the reformulation of around 300 widely-used off-patent drugs. As we noted above, the first patents related 

to the company’s Hydrotrope platform have yet to publish. 
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• Buccal, polar and non-polar spray or capsule, WO/1999/016417, priority date 1 October 1997. Invented 

by Harry Dugger89. 

• Buccal, polar or non-polar spray or capsule containing drugs for treating endocrine disorders, 

WO/2004/019911, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray or capsule containing drugs for treating metabolic disorders, 

WO/2004/019903, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray or capsule containing drugs for treating allergies or asthma, 

WO/2004/019904, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray or capsule containing drugs for treating muscular and skeletal 

disorders, WO/2004/019905, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray or capsule containing cardiovascular or renal drugs, 

WO/2004/019909, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray or capsule containing drugs for treating disorders of the 

gastrointestinal tract or urinary tract, WO/2004/019910, priority date 29/8/2002. Invented by Harry 

Dugger. 

• Buccal, polar or non-polar spray or capsule containing drugs for treating an infectious disease or 

cancer, WO/2004/019912, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal polar and non-polar spray or capsule containing drugs for treating disorders of the central 

nervous system, WO/2004/035021, priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray or capsule containing drugs for treating pain, WO/2004/043428, 

priority date 29/8/2002. Invented by Harry Dugger. 

• Buccal, polar and non-polar spray containing alprazolam, WO/2005/030167, priority date 29/9/2003. 

Invented by Harry Dugger and Mohammed Abd El-Shafy. 

• Buccal, polar and non-polar spray containing diazepam, WO/2005/032517, priority date 29/9/2003. 

Invented by Harry Dugger and Mohammed Abd El-Shafy. 

• Buccal, polar and non-polar spray containing sumatriptan, WO/2005/032518, priority date 29/9/2003. 

Invented by Harry Dugger and Mohammed Abd El-Shafy. 

• Buccal, polar and non-polar spray containing zolpidem, WO/2005/032519, priority date 29/9/2003. 

Invented by Harry Dugger and Mohammed Abd El-Shafy. 

• Buccal, polar and non-polar spray containing ondansetron, WO/2005/032520, priority date 29/9/2003. 

Invented by Harry Dugger and Mohammed Abd El-Shafy. 

• Buccal, polar and non-polar sprays containing propofol, WO/2005/105042, priority date 27/4/2004. 

Invented by Harry Dugger and Mohammed Abd El-Shafy. 

• Transmucosal administration of drug compositions for treating and preventing disorders in animals, 

WO/2006/089082, priority date 17/2/2005. Invented by Mark Heit, Antonio Benitz, Dennis Steadman and 

David Petrick. 

                                                             
89 This patent application was granted in the US as No. 6,676,931 in January 2004; as No. 6,969,508 in November 2005; as No. 6,977,070 in December 
2005; as No. 6,998,110 in February 2006; as No. 7,632,517 in December 2009; and as No. 8,236,285 in December 2012. 
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• Stable hydroalcoholic oral spray formulations and methods, WO/2007/123955, priority date 

19/4/2006. Invented by Frank Blondino and Howard Malitz. 

• Anti-migraine oral spray formulations and methods, WO/2008/013929, priority date 28/7/2006. 

Invented by Frank Blondino, Carrie Chen, Howard Malitz and Foyeke Opawale. 

• Stable anti-nausea oral spray formulations and methods, WO/2008/079295, priority date 22/12/2006. 

Invented by Frank Blondino and Carrie Chen. 

• Anti-insomnia compositions and methods, WO/2008/141264, priority date 10/5/2007. Invented by 

Frank Blondino, David Bergstrom and Foyeke Opawale. 

• Oral spray formulations and methods for administration of sildenafil, WO/2011/156405, priority date 

7/6/2010. Invented by David Bergstrom and Foye Opawale. 

• Oral spray formulations and methods for administration of sildenafil, WO/2013/085904, priority date 

5/12/2011. Invented by David Bergstrom and Foye Opawale. 

The intellectual property covering ArtiMist is covered by two patent families: 

• Anti-malarial pharmaceutical composition, WO/2009/053758, priority date 25 October 2007. Invented 

by Clive Booles, Calvin Ross and Martin Sams. 

• Pharmaceutical preparation, WO/2010/12227, priority date 23 April 2009. Invented by Clive Booles. 

 

Appendix III - Major shareholders 

SUDA currently has no major shareholders with more than 5% of the stock. 

 

Appendix IV – Key relevant papers 

Salman et al. (2015), Pharmacokinetic properties of a novel sublingual spray formulation 

of the antimalarial drug artemether in healthy adults Antimicrob Agents Chemother. 2015 Jun;59(6):3197-3207. 

Epub 2015 Mar 24 (Full text available for free online). 

- This paper covers the pharmacokinetics of two ArTiMist studies carried out in healthy adults 

 

Salman et al. (2015), Pharmacokinetic properties of a novel sublingual spray formulation 

of the antimalarial drug artemether in African children with Malaria Antimicrob Agents Chemother. 2015 

Jun;59(6):3208-15. Epub 2015 Mar 24 (Full text available for free online). 

- This paper reviews the pharmacokinetics of ArTiMist in 91 young African children with severe malaria or 

who could not tolerate oral antimalarial therapy. 

 

SUDA HAS NO 
SUBSTANTIAL 
HOLDERS 
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Bendel et. al. (2015), Efficacy of a novel sublingual spray formulation of artemether in African children with 

Plasmodium falciparum malaria. Antimicrob Agents Chemother. 2015 Nov;59(11):6930-8. Epub 2015 Aug 24 (Full 

text available for free online). 

-  This paper covers the Phase 3 study of ArtiMist, in which the product showed that it, in 94% of the 

treated patients it could cut the malaria parasite count by >90% within 24 hours.  Quinine could only 

achieve this in 39% of cases (p < 0.0001). 

Blondino and Baker (2005), Stability of nebulizer admixtures. Int J Pharm Compd. 2005 Jul-Aug;9(4):323-6. 

- This paper, by two NovaDel Pharma employees, showed that combinations of respiratory drugs were 

more stable than their constituent compounds on their own. 

Dilone et. al. (2009), Rapid oral transmucosal absorption of sumatriptan, and pharmacodynamics in acute migraine. 

Headache. 2009 Nov-Dec;49(10):1445-53. Epub 2009 Jun 22. 

- This paper, from NovaDel Pharma, showed that the lingual spray formulation of sumatriptan would go 

to work much faster, and at lower doses, than the standard 50-mg sumatriptan tablet. Many of the 

patients in this study had previously registered ‘suboptimal’ responses to that tablet. 

Neubauer (2010), ZolpiMist: a new formulation of zolpidem tartrate for the short-term treatment of insomnia in the 

US. Nat Sci Sleep. 2010 May 10;2:79-84. Print 2010. 

- This paper, from Dr David Neubauer, who is Associate Professor of Psychiatry and Behavioral Sciences 

at Johns Hopkins in Baltimore, is a review of ZolpiMist. 
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Appendix V – SUDA’s capital structure 
 

    

    
% of fully 

diluted 
Note 

Ordinary shares, ASX Code SUD (million) 1,219.9 92.50%   

Unlisted options (million) 10.0 0.76% 
Average exercise price 62 cents, average 

expiry date 26-Apr-2020 

Convertible notes (fully diluted, million) 84.1 6.38% 
2 million notes convertible at 2.38 cents by 

31-Mar-2019 

Performance shares (million) 4.8 0.36%   

Fully diluted shares 1,318.7     

    

Current market cap: A$20.7 million (US$16.3 million) 

Current share price $0.017 

  

Twelve-month range $0.016 - $0.025 

 

Average turnover per day (last three months) 1.2 million 

  
 

 

Appendix VI – Comparable companies  

Companies most relevant to SUDA 

• Cure Pharmaceutical (Oxnard, Ca, OTCQB: CURR, www.curepharmaceutical.com.). This company’s 

CureFilm technology is a multilayer thin film that allows buccal or sublingual drug delivery. Cure has 

commercialised various dietary supplement products based in CureFilm, and is in development with 

various pharmaceuticals such as loratadine and sildenafil, none of which have gained regulatory approval 

at this stage. The relevant technology is covered by ‘4 issued patents and 7 pending patents’90. Cure is 

                                                             
90 Source: Cure investor presentation dated 13 January 2017, slide 4. 
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currently capitalised at US$168m91, although part of that premium may be due to work that the company 

has done on the delivery of cannabinoids92. 

• IntelGenX (Saint-Laurent, Qc, TSX-V: IGX, www.intelgenx.com). This company’s VersaFilm oral film 

technology has helped to create a range of formulations for buccal or sublingual delivery such as the 

migraine drug rizatriptan and a buprenorphine/naloxone combination. The ritzatriptan product, called 

Rizaport, gained its first European Marketing Authorisation in Germany in 2015. The product currently 

has Exeltis Healthcare and Pharmatronic for distribution partners in Spain and South Korea respectively. 

Other VersaFilm products available for partnering are tadalafil (generic Cialis) for erectile dysfunction, 

loxapine for schizophrenia, and montelukast, once a blockbuster asthma drug, being repurposed into a 

drug for the treatment of degenerative diseases of the brain93. IntelGenX is currently capitalised at 

US$50m94. 

• Lipocine (Salt Lake City, Ut., Nasdaq: LPCN, www.lipocine.com). This company’s technology is the most 

comparable to SUDA’s Hydrotrope platform. Lipocine’s Lip’ral platform allows for solubilisation of water 

insoluble drugs through various excipients which optimally present the drug to the intestinal absorption 

site. The company’s lead compound, which is completing Phase 3, is LPCN 1021, an oral prodrug of 

testosterone containing testosterone undecanoate, traditionally used to help restore normal 

testosterone levels in hypogonadal men but also traditionally lacking in oral bioavailability. Lipocine is 

currently capitalised at US$89m95. 

 

 

                                                             
91 9 August 2017 close on US markets. 
92 See the Cure press release dated 11 July 2017 and headlined ‘CURE Pharmaceutical & Therapix Biosciences signs MOU with Israel’s Assuta Medical 
Centers to develop first-in-class therapeutic products in fields of personalized medicine & cannabinoids’. 
93 Neurochem Int. 2014 Sep;75:26-31. Epub 2014 May 28.  
94 9 August 2017 close. 
95 9 August 2017 close. 

Figure 13: Notable SUDA comparables 
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Other companies to watch in the drug delivery space 

• Antares Pharma. This company has developed various new-generation injection devices and a number 

of gel products for dermal delivery of hormones. Marketed products include Otrexup, a single-dose auto-

injector for delivery of methotrexate; Zoma-Jet, a injection-free delivery system for somatropin; and 

Gelnique, an oxybutynin gel. 

• Avadel Pharmaceuticals. This company brings together a range of drug delivery technologies, including 

Micropump and LiquiTime for delayed-release of drugs via microparticles; Trigger Lock for tamper-

resistant opioids; and Medusa for depot subcutaneous injection of drugs. Marketed products include 

Karbinal, an extended release oral suspension antihistamine, and Ceflacor, a cephalosporin oral 

suspension. 

• BioDelivery Sciences. This company’s BEMA technology allows buccal delivery of drugs via a polymer 

film. A fentanyl buccal film called Onsolis is now on the market for breakthrough cancer pain, as is a 

buccal film for the delivery of the pain drug buprenorphine in the same indication. A combination 

buprenorphine/naloxone buccal film has completed Phase 3 in the treatment of opioid dependence. 

• Bio-Path. This company’s technology facilitates liposomal delivery of antisense DNA. The company is in 

early stage clinical trials with prexigebersen (Liposomal Grb2) and BP1002 (Liposomal Bcl2) in acute 

myeloid leukemia (AML) and chronic myeloid leukemia (CML) respectively. 

• Collegium Pharmaceutical. This company’s DETERx platform allows the creation of extended-release 

delivery of opioids with abuse-deterrent properties. The company’s first marketed product from this 

platform is Xtampza ER, an oxycodone formulation. 

• Elite Pharmaceuticals. This company develops abuse-deterrent opioids as well as niche generics. The 

company recently received a Complete Response Letter from the FDS for SequestOx, a formulation of 

oxycodone and naltrexone. 

• EyeGate Pharmaceuticals. This ophthalmic drug developer’s lead compound is CMHA-S, a modified 

form hyaluronic acid for the treatment various ocular surface injuries. EGP-437 is reformulated topically 

active dexamethasone, delivered to ocular tissue using iontophoresis. 

• Heron Therapeutics. This company reformulates drugs using a controlled release technology called 

‘Biochronomer’, which involves bioerodible polymers that undergo controlled hydrolysis in 

subcutaneous tissue. The company’s first approved product is Sustol, a sustained-release granesitron 

formulation. 

• INSYS Therapeutics. This company’s first product was Subsys, a sublingual fentanyl spray for the 

treatment of breakthrough cancer pain. The company is in Phase 3 with buprenorphine and naloxone 

sublingual sprays. 

• IntelliPharmaCeutics. This company’s Hypermatrix platform allows the design of controlled-release 

versions of difficult-to-formulate drugs. The company has developed generic versions of the ADHD drug 

Focalin and the schizophrenia drug Seroquel, among others. Its Rexista product, which is oral oxycodone 

formulated to be abuse-resistant, has its PDUFA date in September 2017. 
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• Intersect ENT. This company’s sinus implants allow localised, controlled drug delivery directly to the 

sinus tissue. The initial drug used in the implants is the steroid mometasome. 

• Neos Therapeutics. This company’s suite of technologies allows extended release versions of drugs to 

be developed. Using it the company has developed new formulations amphetamine and 

methylphenidate for the treatment of ADHD. 

• Novus Therapeutics. This developer of products to treat Ear, Nose and Throat problems, has as its lead 

product a nasally-administered surfactant product called OP-02 for the treatment of otitis media and 

Eustachian tube dysfunction. 

• Pacira Pharmaceuticals. This company’s DepoFoam technology allows formulation of drugs in lipid-

based microspheres for extended release. Pacira’s Exparel product is the local analgesic bupivacaine 

delivered using DepoFoam. 

• Titan Pharmaceuticals. This company’s ProNeura drug delivery system is a subcutaneous implant made 

out of ethylene-vinyl acetate that allows controlled release of the drug in which it is formulated. The first 

approved indication is Probuphine, for the delivery of buprenorphine in the treatment of opioid 

addiction. 

 

  

                                                             
96 9 August 2017 close. 

Table 3: Public companies involved in drug reformulation96 

 

Company Location Code

Market 

cap 

(USDm) Web

Pacira Pharmaceuticals Parsippany, NJ Nasdaq: PCRX 1,479 www.pacira.com

Insys Therapeutics Chandler, Az. Nasdaq: INSY 659 www.insysrx.com

Intersect ENT Menlo Park, Ca. Nasdaq: XENT 880 www.intersectent.com

Heron Therapeutics Redwood City, Ca. Nasdaq: HRTX 822 www.appharma.com

Antares Pharma Ewing, NJ Nasdaq: ATRS 468 www.antarespharma.com

Collegium Pharmaceutical Canton, Ma. Nasdaq: COLL 291 www.collegiumpharma.com

Avadel Pharmaceuticals Dublin, Ireland Nasdaq: AVDL 406 www.avadel.com

Neos Therapeutics Grand Prairie, Tx. Nasdaq: NEOS 187 www.neostx.com

Cure Pharmaceutical Oxnard, Ca. OTCQB: CURR 162 www.curepharmaceutical.com

Biodelivery Sciences Raleigh, NC Nasdaq: BDSI 174 www.bdsi.com

Elite Pharmaceuticals Northvale, NJ OTCQB: ELTP 89 www.elitepharma.com

Lipocine Salt Lake City, Ut. Nasdaq: LPCN 89 www.lipocine.com

Intellipharmaceutics Toronto, On. Nasdaq: IPCI 30 www.intellipharmaceutics.com

IntelGenx Saint-Laurent, Qc TSX-V: IGX 50 www.intelgenx.com

Bio-Path Houston, Tx. OTCBB: BPTH 33 www.biopathholdings.com

Titan Pharmaceuticals South San Francisco, Ca. OTCBB: TTNP 33 www.titanpharm.com

Novus Therapeutics Irvine, Ca. Nasdaq: NVUS 27 www.novustherapeutics.com

Eyegate Pharmaceuticals Waltham, Ma. Nasdaq: EYEG 19 www.eyegatepharma.com

SUDA 16.5
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Risks related to SUDA  

Risks specific to SUDA. We see five major risks for SUDA as a company and as a listed stock: 

- Commercial. The level of competition in the generic markets in which SUDA competes may prove too 

low for SUDA’s products to enjoy premium pricing. 

- Technological. There is the risk that the Hydrotrope platform may require more work to develop 

products that are reliable better than tablets. 

- Funding.  More capital will likely be needed to fully build out the SUDA platform from the Hydrotrope 

platform. 

- Regulatory. There is a risk that a tightening of America’s 505(b)(2) pathway may mean more data is 

required before SUDA can gain US approval for its products. 

- Legal risk. There is the risk that a legal matter in Germany related to ArTiMist, about which SUDA made 

announcements on 3 June 2016 and 27 February 2017, may result in a judgement against the company.  

Risks related to pre-revenue Life Science companies in general 

- The stocks of biotechnology and medical device companies without revenue streams from product sales 

or ongoing service revenue should always be regarded as speculative in character. 

Figure 14: SUDA’s peak as a stock was in December 2013 
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- Since most biotechnology and medical device companies listed on the Australian Securities Exchange fit 

this description, the term 'speculative’ can reasonably be applied to the entire sector. 

- The fact that the intellectual property base of most biotechnology and medical device lies in science not 

generally regarded as accessible to the layman adds further to the riskiness with which the sector ought 

to be regarded. 

Caveat emptor. Investors are advised to be cognisant of the abovementioned specific and general risks before 

buying any the stock of any biotechnology and medical device stock mentioned on this report, including SUDA. 

 

General Advice Warning, Disclaimer & Disclosures 

 

The information contained herein (“Content”) has been prepared and issued by NDF Research the business name 

of Stuart Dean Roberts, ABN 11 209 563 517) (“NDF Research”), an Authorised Representative (no: 1245466) of 

Bellmont Securities ABN 47 119 852 890 AFSL 331625. All intellectual property relating to the Content vests with 

NDF Research unless otherwise noted. 

 

Disclaimer 

 

The Content is provided on an as is basis, without warranty (express or implied). Whilst the Content has been 

prepared with all reasonable care from sources we believe to be reliable, no responsibility or liability shall be 

accepted by NDF Research for any errors or omissions or misstatements howsoever caused. Any opinions, 

forecasts or recommendations reflect our judgment and assumptions at the date of publication and may change 

without notice. NDF Research will not accept any responsibility for updating any advice, views, opinions or 

recommendations contained in this document.  

No guarantees or warranties regarding accuracy, completeness or fitness for purpose are provided by NDF 

Research, and under no circumstances will any of NDF Research, its officers, representatives, associates or agents 

be liable for any loss or damage, whether direct, incidental or consequential, caused by reliance on or use of the 

Content. 

 

General advice warning 

 

The Content has been prepared for general information purposes only and is not (and cannot be construed or 

relied upon as) personal advice nor as an offer to buy/sell/subscribe to any of the financial products mentioned 

herein. No investment objectives, financial circumstances or needs of any individual have been taken into 

consideration in the preparation of the Content.  
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Financial products are complex, entail risk of loss, may rise and fall, and are impacted by a range of market and 

economic factors, and you should always obtain professional advice to ensure trading or investing in such products 

is suitable for your circumstances, and ensure you obtain, read and understand any applicable offer document. 

 

Disclosures 

 

NDF Research has been commissioned to prepare the Content. From time to time, NDF Research’s 

representatives or associates may hold interests, transact or hold directorships in, or perform paid services for, 

companies mentioned herein. NDF Research and its associates, officers, directors and employees, may, from time 

to time hold securities in the companies referred to herein and may trade in those securities as principal, and in a 

manner which may be contrary to recommendations mentioned in this document.  

NDF Research will receive fees from SUDA, for research services and other financial services or advice we may 

provide to that company. The analyst has received assistance from the company in preparing this document. The 

company has provided the analyst with communication with senior management and information on the 

company and industry. As part of due diligence, the analyst has independently and critically reviewed the 

assistance and information provided by the company to form the opinions expressed in the report. Diligent care 

has been taken by the analyst to maintain an honest and fair objectivity in writing this report and making the 

recommendation. 

Where NDF Research has been commissioned to prepare this content and receives fees for its preparation, please 

note that NO part of the fee, compensation or employee remuneration paid will either directly or indirectly impact 

the Content provided. 

 

Recommendations 

 

NDF Research issues a BUY recommendation in case of an expected total shareholder return (TSR, share price 

appreciation plus dividend yield) in excess of 25% within the next twelve months, an ACCUMULATE 

recommendation in case of an expected TSR between 5% and 25%, a HOLD recommendation in case of an 

expected TSR between -5% and +5% within the next twelve months and a SELL recommendation in case of an 

expected total return lower than -5% within the next twelve months. 

 


