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Moving Ahead After Pause in Activity 
First positive news in 15 months 

In May 2019, MEDRx announced it had started administrations to the first patients 

in its Phase 1b (repeat-dose PK trials) for tizanidine tape (CPN-101), under 

development in the United States. This was the first bullish news for the company 

in the 15 months that had passed since the completion in February 2018 of clinical 

Phase I trials for oxycodone tape (MRX-1OXT). In addition, the completion of a 

financing operation at the end of May represented a green light to reopen the 

development of lidocaine tape (MRX-5LBT). On July 4th, the company announced 

successful results in tests to evaluate  lidocaine tape adhesiveness. This will be 

MEDRx's first US-marketed product (application expected in 2020, launch 

planned in 2021), and is expected to generate annual income of JPY1 billion or so. 

 

Illegal fentanyl at the core of the opioid crisis 

Oxycodone tape (MRX-1OXT) is regarded by MEDRx as its highest value 

product. However, in the United States there has been a huge outcry over the abuse 

of medical formulations containing opioids such as oxycodone, such that in recent 

years the number of prescriptions for such formulations has fallen precipitously. 

But it can be assumed that this is also due to stricter regulation and a shift to 

cheaper illegal heroin and illicitly manufactured fentanyl and does not necessarily 

reflect a reduced need for opioid analgesics for which abuse prevention measures 

have been devised. The opioid crisis has also forced the authorities to take a lot of 

time to approve novel analgesic formulations. To speed up approval the maker may 

minimise the initial range of indications for which approval is sought, in the 

knowledge that the value of any licensing-out contract will reflect the market for 

a broader range of indications. 

 

Promising developments from mid-2019 

From mid-2019, after a 15-month hiatus in activity, the company is entering a 

period of re-engagement with product development and licensing-out. From that 

date until early 2020, a number of promising developments are anticipated. In the 

first place, there is the resumption of tests for lidocaine tape (MRX-5LBT), the 

completion of Phase 1b and the start of Phase 2 for tizanidine tape (CPN-101), and 

the completion of formulation improvements together with the start of repeat-dose 

tests of oxycodone tape (MRX-1OXT). In addition, the company expects to start 

clinical tests on memantine patches (MRX-7MLL) within the year. In the second 

half of the year it will receive milestone payments related to tizanidine tape (CPN-

101). Finally, there is the possible licensing-out of oxycodone tape, which would 

have a major impact on MEDRx’s valuation. 
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Fair Research Inc. 
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Company Outline 

Location 
Kagawa 

Prefecture 

President 
Yonehiro 

Matsumura 

Established January 2002 

Capital 6,200 mil. JPY 

Listed February 2013 

URL www.medrx.co.jp 

Industry Pharmaceuticals 

No. of 

Employees 
28 (consol) 

Key Indicators (July 8 2019) 

Share Price 592 

Year High 1,071 

Year Low 419 

Shares Issued 12,714,100 

Trading Unit 100 shares 

Market Cap 7,527 mil. JPY 

Dividend (est) 0 

EPS (est) -74.18 JPY 

PER (est) na 

Actual BPS 182.27 JPY 

Actual PBR 3.25X 

 

Results 
Revenue 

JPY mil. 

 
YoY 

％ 

Op. Income 

JPY mil. 

YoY 

％ 

RP 
Income 

JPY mil. 

YoY 

％ 

Net Income 

JPY mil. 

YoY 

％ 

EPS 

JPY 

Share Price JPY 

 
High Low 

Dec-14 Actual 26  -61.7 -1,003 na -1,012 na -1,016 na -152.0 2,518 785 

   Dec-15 Actual 37  43.1 -999 na -990 na -878 na -131.2 1,446 500 

Dec-16 Actual 22  -40.6 -1,342 na -1,301 na -1,259 na -155.5 1,455    341 

Dec-17 Actual 198  787.2 -983 na -988 na -884 na -103.2 1,345 453 

Dec-18 Actual 8  -95.8 -1,273 na -1,285 na -1,267 na -126.77 2,060 425 

Dec-19 Forecast 1,009  11,922.3 -949 na -955 na -943 na -74.18   

 

` 
(On the basis of shares outstanding excl. treasury shares) 
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A venture company engaged in 

the development of transdermal 

absorption preparations 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The company has proprietary 

technologies which give its 

products a higher probability of 

success than is the case with 

other new drug discovery 

businesses 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

In broad terms the company’s business model is based on developing transdermal 

absorption formulations based on the active ingredients of existing oral and injection 

drugs. It then out-licenses the formulations to pharmaceutical companies from 

whom it collects milestone payments and, after commercialization, royalty 

payments.  

 

Transdermal absorption formulations constitute a growing medium to long-term 

pharmaceutical segment. Among their attributes are maximization of 

pharmaceutical effect, reduced side effects and enhanced quality of life for the 

patient. These attributes are achieved by the following: 

 

① Providing a consistent and sustained release of active ingredients to 

maintain a constant level of the drug in the bloodstream. 

② Little or no first-pass effect: while the efficacy of oral drugs can be 

reduced to 10-20% as they pass through the liver, this is not an issue 

with transdermal absorption formulations. 

③ Better medication compliance: suitable for patients who find it 

difficult to take oral drugs due to a problem in swallowing; also 

reduces the problem of forgetting to medicate. 

④ Unlike drug delivery by injection, transdermal delivery is painless. 

⑤ Transdermal delivery lends itself to a wide range of conditions. 

 

The MEDRx business model has two further distinctive characteristics:  

 

(a) It is low risk (i.e. high probability of success) because it does not involve 

the discovery or development of new active ingredients. 

(b) The company has its own transdermal absorption technology using ionic 

liquids (ILTS®: Ionic Liquid Transdermal System), which sets it apart 

from other companies. 

 
Note: Ionic liquids are salts in liquid form at room temperature composed of ions which are 

resistant to crystalization. They are non-volatile, non-flammable and electric conductive. In recent 

years these properties have led to applications in lithium battery electrolysis and elsewhere. With 

ILTS®, MEDRx was the first to develop the technology for the transdermal absorption of ionic 

liquids, thus facilitating the administration of drugs which are often difficult to administer 

transdermally. With existing technology, transdermal absorption was difficult in the case of nucleic 

acids or macromolecular formulations, but ILTS® has greatly facilitated absorption. 

 

Source: MEDRx company briefing materials 

 

Another attractive feature of MEDRx’s ILTS® is that it creates high barriers to entry. 

The company has a library of several hundred ionic liquids formed from 

combinations of compounds with a track record of use on human subjects as 

Company outline – management philosophy 
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The company has developed 

three core products which use its 

own ILTS® technology. Of 

these, the oxycodone tape 

preparation (MRX-1OXT) has 

blockbuster potential and is the 

one from which MEDRx 

expects the most value 

 

Nanocolloids using NCTS® 

technology (Nano-sized Colloid 

Transdermal System) include  

a memantine tape preparation, 

and a product developed in 

collaboration with Daiichi 

Sankyo, now at the pre-clinical 

stage 

 

 

pharmaceuticals and additives. It also has extensive know-how on selecting 

optimum ionic liquids for particular drug properties, and formulation expertise on 

maintaining and improving ionic liquids.  

 

The company’s primary target is the US market for transdermal absorption 

formulations. This preference is based mainly on the potential size of the US market 

for tape-type formulations. 

 

By basing its activities in the US on existing formulations, the clinical trials required 

to acquire FDA approval are less onerous than for new drugs (although not true in 

all cases, after Phase 1 Phase 2 can be omitted and the process moves straight to 

Phase 3). Also worth bearing in mind is the fact that patch-type drugs tend to 

command higher prices in the US than in Japan. 

 

MEDRx Main Pipeline Products 

            

Source: MEDRx home page, May 2019 

 

The three main products using this ILTS® technology and now under development 

(at the clinical trial stage) consist of the oxycodone tape formulation (MRX-1OXT), 

the tizanidine tape formulation (CPN-101, MRX-4TZT), which was successfully 

out-licensed to Cipla USA, and the lidocaine tape formulation (MRX-5LBT). Of the 

three, the oxycodone tape formulation is expected to achieve blockbuster sales and 

is presently the company’s most promising pipeline product. 

 

The company also has a transdermal absorption technology, NCTS®, using nano-

sized colloids. The ILTS® technology mentioned above is used in the transdermal 

absorption of macromolecules such as nucleic acids and peptides. The NCTS® 

technology is designed to increase transdermal absorbability by rendering 

pharmacologically active constituents with relatively low molecular mass into nano-

sized colloids. Among disclosures for products now at the development stage is 

MRX-7MLL, a transdermal absorption formulation using memantine (for the 

treatment of Alzheimer’s) which can also suppress the skin irritation caused by 

memantine. In addition, there was a report in late February 2018 of a product being 

developed jointly with Daiichi Sankyo which it is believed could use NCTS®, 

although details are scanty because drug name and indications have not been 

disclosed. 
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“Vaccine patches” using 

microneedles were under 

development. However, the 

company has now terminated all 

development, including plans 

for a test facility 

 

 

 

Further, on August 27, 2018 MEDRx reported it had concluded a technology 

licensing agreement granting Takeda the right to use ILTS® and NCTS® in products 

targeting certain priority disease areas. The agreement stipulates that, in exchange 

only for providing the technology, and without sharing any of the development costs, 

MEDRx will receive milestone payments according to progress made in 

development and commercialisation and, after product launch, will receive 

milestone payments in line with sales value. 

 

 
Source: Produced by Fair Research Inc. using company briefing materials 

 

In addition, the company has developed the technology for microneedle arrays, 

known as “vaccination patches”. This technology allows the delivery of a drug into 

the skin through a super-fine puncture in the epithelium. In addition to providing a 

physical barrier preventing the intrusion of foreign matter into the body, the skin 

also has the immunological function of expelling foreign matter. Antigen presenting 

cells, which are present in the epithelium under the stratum corneum as Langerhans 

cells, and under the dermis as dermal dendritic cells, play an important role in 

defensive reactions in the body. A powerful immune response can be elicited by 

efficiently transferring vaccine to these antigen-presenting cells. 

 

However, when vaccine is applied it cannot penetrate the skin because of the 

physical barrier presented by the stratum corneum. Very fine microneedles, however, 

puncture the epithelium, allowing the transmission of a drug into the skin. Since the 

microneedles are less than 1mm in length they pierce the skin without reaching the 

nerves, making painless vaccinations possible. In other words, this technology is the 

enabling technology for “vaccination patches”.  
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This business can have social significance. “Vaccine patches” employing 

microneedle technology are not only painless (minimally invasive) but can be 

administered without medical staff (self-administration). Furthermore, the 

application of a solid vaccine antigen to microneedles represents a promising 

technique for tackling pandemics in developing countries where the medical  

environment is inadequate, because it lends itself to storage at room temperature, 

and transportation and preservation is undemanding. 

 

Microneedle Array Technology - Image 

 

Source: Fair Research Inc. using various materials 

 

On April 10, 2018 MEDRx announced it was planning to invest in the necessary 

plant and equipment to bring to fruition the research and development of 

microneedle technology it had been working on for the past 15 years, and to raise 

funds for that purpose. The fund raising, however, did not go according to plan and 

in September 2018 the project was suspended.  

 

 

 

First bullish news in 15 months 

 

 

 

Tizanidine tape enters Phase 1b 

 

 

Tizanidine tape is a muscle 

relaxant in tape form which acts 

on the central muscles and is 

sometimes used to relieve 

shoulder stiffness. There are no 

tape-type competitors. After 

completing Phase 1a in February 

2017 it was licensed out to Cipla 

Inc. in April 

 

 

Development pipeline revived  

In our last report (March 4th 2019), we noted that there had been delays in the 

development of several product candidates. In fact, there had been no significant 

advances since February 2018 when Phase 1 clinical trials for oxycodone tape 

(MRX-1OXT) were completed. However, that 15-month hiatus came to an end with 

the following two advances in May 2019: 

 

1. Tizanidine tape: MRX-4TZT (CPN-101) 

On May 30th 2019, MEDRx announced that the first administrations had been 

carried out on patients (FPI) in Phase 1b repeat dose PK clinical trials for tizanidine 

tape (CPN-101) being developed in the US. 

 

Tizanidine tape employs tizanidine, a central muscle relaxant used also for relieving 

shoulder stiffness, rendered transdermal by ILTS®. It acts on the brain/central 

nervous system, unlike lidocaine and ETOREAT, which act locally (on nerve 

endings and muscles) and relies rather on blood concentration for pharmaceutical 

effectiveness. The results of US Phase 1a trials (exploration phase of clinical Phase 

1) in February 2017, confirmed that the level of sustained concentration in the blood 

stream is comparable to oral formulations with a reduction in drowsiness and other 

side effects. 
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Repeat dose trials (Phase 1a) 

began in September 2017 and 

the company expected Phase 3 

to begin in the second half of 

2018. However, development  

was extended in the autumn of  

2018 due to delays in building 

production scale 

 

 

 

Phase 1b start in May 2019, with 

milestone payments from Cipla 

scheduled for second half of 

2019 

Further, following Phase 1b, 

tests to cover the eventuality of 

dose increases will be conducted 

in two stages at Phase 2 and 

Phase 3. Application for 

approval scheduled for 2022 

 

 

Completion of fund raising 

allows resumption of product 

development 

                                                                                                                                                                                                                                                                                                                                                                                                                                                                              

Lidocaine tape (MRX-5LBT) is 

under development as a 

treatment for post-herpetic 

neuralgia. It is the most 

developmentally advanced of 

MEDRx’s products and will be 

the company’s first product 

launched in the US market 

 

 

 
Source: MEDRx briefing materials 

The diagram shows that the transdermal method is superior to the oral 

method in terms of delivering a stable and effective volume of the drug, 

while making it unlikely that the volume would rise and generate side-

effects 

 

At the present time, the only tizanidine products available are oral preparations. 

There are no competing patch or tape-type products. The scale of the US market in 

2016 was estimated at USD807 million, around one-third of which could, it is 

thought, be replaced by tape formulations. In April 2017, the company concluded a 

global (excluding the US and East Asia) development and marketing agreement with 

Cipla USA, a wholly-owned subsidiary of the Indian pharmaceuticals major, Cipla 

Inc. (Subsequently, due to a group restructuring, the counterparty to the agreement 

became Cipla Technologies, LLC, referred to below as Cipla.) Cipla made a one-off 

contractual payment of JPY160 million in 2017 and MEDRx is to receive milestone 

payments up to a total of USD30 million depending on progress in development and 

marketing. After going to market the terms of the agreement appear to specify a 

schedule of royalty payments based on sales. In January 2018, there was an 

announcement that further Phase 1a tests had produced the expected results. 

However, the scaling-up of production took longer than expected and it was not 

possible to carry out Phase 1b trials during 2018. 

 

More recently, MEDRx has succeeded in scaling up production sufficiently to begin 

Phase 1b, and the outlook for Cipla milestone payments in the second half of 2019 

has been firmed up. Looking ahead, by early autumn, Phase 1b should be completed, 

following which it is thought a small number of patients will be the subject of Phase 

2 tests, lasting about 6 months, to determine optimal doses and to study for 

pharmaceutical effectiveness and side effects, such as drowsiness. Next, if all goes 

well, the company will move on to Phase 3, lasting around 18 months to 2 years, 

before applying for a new drug approval, which should be granted in approximately 

one year. 

 

2. Lidocaine tape (MRX-5LBT) 

The company had announced in February 2019 that it would carry out a round of 

fund raising (third-party allotment and the exercise of series 14 options) and this was 

duly completed at the end of May. The amount raised was JPY1.12 billion, just short 

of the JPY1.27 billion targeted, but this allowed the company to cover the costs of 

confirmatory safety tests for MRX-5LBT required by the FDA. With this it became 

possible to pursue product development with a view to an NDA as originally 

scheduled in 2020. 

    

The tape formulation of lidocaine, a type of local anesthetic, is under development 

as a treatment for post-herpetic neuralgia. It is MEDRx’s most developmentally 

advanced product and is likely to become the company’s first product launched in 

the US market. That is mostly why the company, on February 12 2019, announced 

a plan to raise JPY1.27 billion in the market at an early date to finance further 
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In June 2018 tests successfully 

demonstrated bioequivalence 

with Lidoderm® 

 

 

 

 

 

 

 

 

However, the FDA in November 

2018 requested more tests than 

would normally be required in 

order to cover therapy for 

chronic cases 

 

 

 

 

With a view to submitting an 

NDA in 2020 the company 

undertook a fund raising and is 

development of this product, via a third-party allotment of new shares and the issue 

of series 14 options (JPY1.1 billion of this was earmarked for costs associated with 

the development of MRX-5LBT). 

 

As a brief review of this product’s development history, Phase 1 test results in May 

2016 suggested that, using the ILTS® methodology, MRX-5LBT could more rapidly 

and in greater quantity achieve tissue penetration than Lidoderm® (lidocaine patch) 

(see chart on following page). At that point, in the lead-up to an application for 

approval, the following two avenues suggested themselves: 

 

Plan A: Conduct Phase 3 trials showing superior efficacy to Lidoderm®  

Plan B: Show bioequivalence with Lidoderm®  

 

Source: MEDRx briefing materials 

 

After consultations with the FDA, the company gave comprehensive consideration 

to a number of questions: the level of difficulty involved in acquiring approval; the 

product competitiveness and level of competition assuming development was 

successful; and the positioning of the product within MEDRx’s overall development 

portfolio. It was decided as a result to select Plan B, since the time required to win 

approval was shorter and the probability of proceeding that far was greater. The 

company then announced in June 2018 that test results had shown bioequivalence 

(BE) with Lidoderm®. The company has indicated that it now plans to carry out 

clinical trials using the methodology normally associated with the development of 

transdermal drugs in order to confirm the safety of lidocaine tape on the skin of 

healthy individuals, and to apply for approval in 2020. 

 

However, in February 2019, MEDRx announced that, in discussions with the FDA 

concerning the data necessary for the NDA, it had been determined in November 

2018 that since the drug was for chronic conditions which could require protracted 

use, more testing than had originally been anticipated would be necessary. The 

company was planning to apply for a new drug approval in 2020 and the costs of 

testing to that end would exceed the original estimate by approximately JPY700-

800 million. The company therefore decided in March 2019 to secure the necessary 

funds at an early date by means of a third-party allotment of new shares and the issue 

of series 14 options. 
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now conducting the unexpected 

increase in test requirements 

 

The adhesiveness tests were 

judged successful  

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

Size of targeted market 120 

million patches. A sales price of 

USD9 per patch is anticipated 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The JPY1.12 billion raised was not sufficient to cover new in-house development 

products but was sufficient to continue the accelerated development of lidocaine 

tape. it is expected that MEDRx will now accelerate the development of this product 

to enable an application for approval in mid-2020. The results of adhesiveness tests, 

one of the clinical trials required by the FDA for a new drug approval, were 

published on July 4, 2019. MEDRx announced that, in comparative clinical tests 

with Lidoderm®, the standard lidocaine poultice, MRX-5LBT demonstrated 

superior adhesiveness, thus meeting the necessary conditions for a new drug 

application.  

 

Results of Adhesiveness Tests on MRX-5LBT 

 

Source: MEDRX “Notification of adhesiveness evaluation tests on MRX-5LBT”, July 

4, 2019 

 

It is expected that a licensee will be found after the application is filed and approval 

won. 

 

In volume terms the size of the US market in 2017 was 120 million patches per year. 

Several Lidoderm® generics already exist with sales prices of around USD2-3 per 

patch. In value terms the market peaked at around USD1.2 billion, but due to falling 

drug prices it now trends at around one-third of that level. In that context, in October 

2018 the US company Scilex Pharmaceuticals Inc. (a subsidiary of Sorrent 

Therapeutics Inc.) launched a lidocaine tape formulation (ZTlido®) with superior 

characteristics to Lidoderm®. The price per patch is USD8.95 but it is too early to 

make an evaluation of the sales trend. However, monthly sales in May 2019 came 

to around JPY350 million and it is thought that annual sales could reach around 

JPY4-5 billion (Sorrent’s own data suggest a sales target of at least 3 million 

patches). MEDRx will be the second entrant to the market and, depending on how 

sales of ZTlido® go, will probably settle on a similar price per patch. 
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Oxycodone tape (MRX-1OXT) 

is MEDRx’s  most promising 

pipeline product 

 

 

 

 

 

 

 

The number of prescriptions for 

oxcodone and other opioid 

analgeics has fallen sharply in 

recent years 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

In the first place, abuse of 

Oxycontin®, a long-term slow 

release form of oxycodone, was 

the starting point of the current 

opioid crisis  

 

 

 

 

 

 

 

 

 

MEDRx’s position in a shrinking US opioid market 

 

Oxycodone tape (MRZ-1OXT) is MEDRx’s biggest and most promising product. 

Oxycodone itself has the largest share of North America’s market for opioid pain 

relief, and ILTS® technology makes it transdermally absorbable. Like tizanidine, it 

acts on the brain/central nervous system and its pharmaceutical efficacy depends on 

concentration in the blood stream. 

 

Note: Opioid is the generic name for opium analogs (not opium) with 

narcotic properties such as morphine, and is widely used not only in the 

treatment of moderate to severe pain, but also in anesthesia and cough 

suppression 

 

However, in the United States, the drug abuse and misuse problem (opioid crisis) 

surrounding opioid analgesics has become a social problem, such that in 2018 the 

number of prescriptions for opioids decreased by an unprecedented 17% from the 

previous year, ushering in a rapid change in market environment. In particular, in 

recent years, prescriptions for Oxycontin®, which is the standard preparation for 

sustained release oxycodone, are thought to be falling significantly. 

 

         Trend in opioid analgesic prescriptions written in the US 

 

 

 Source: FDA Search for Balance: FDA’s Approach to the Opioid Crisis, March 2019 

 

Below we briefly review the background to the opioid crisis and the current 

situation. 

 

In 1996, Purdue Pharma, the leading producer of medical narcotics, launched 

Oxycontin®, a long-term sustained release form of oxycodone. Oxycontin® was 

originally a preparation offering pain relief to cancer patients but Purdue sold it as 

offering more sustained effectiveness than other oxycodone preparations and 

therefore suitable for any severe pain, with a low threat of addiction. This approach 

worked and Oxycontin® became widely used to treat chronic pain. In 2000, sales 

reached USD1 billion, and in 2003 topped USD2 billion. Purdue Pharma did not 

limit its sales efforts to physicians specializing in prescriptions for analgesics to treat 

cancer pain, but also included general practitioners, holding pain care symposiums 

across the country to push sales. As a result, 90% of Oxycontin® sales was for 

purposes other than cancer pain. There were cases of doctors prescribing large 

quantities on request, and addiction levels gradually rose. 

  

However, from 2000 onwards there were numerous reports highlighting the 

problems of Oxycontin® abuse and dependence, leading to lawsuits around the 

country (even now there are numerous lawsuits underway targeting manufacturers 
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As controls on the abuse of legal 

drugs are tightened the problem 

has transitioned, with an 

increase in illegal heroin and 

fentanyl 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The need for analgesics remains 

unchanged, and the 

development of preparations 

incorporating abuse and misuse 

prevention measures continues 

 

There is no need to be 

pessimistic about the potential 

for oxycodone tape despite the 

shrinking opioid market 

 

 

 

 

 

 

 

 

and distributors). In 2007, Purdue Pharma was found guilty of misleading the public 

and settled out of court, paying what was then the largest ever settlement, USD600 

million, to the US government. Despite that, while Oxycontin® sales fell 

temporarily in around 2006-2007, they began recovering in 2008, and by 2014 

annual sales were again running at USD2-3 billion (in 2010 Purdue Pharma switched 

to timed-release tablets which turn into a gel-like substance when crushed to prevent 

their being crushed into a powder and inhaled through the nose). 

 

Sales of Oxycontin® began to fall in 2015. However, it proved to be a gateway drug 

for addicts, who began to illegally acquire the cheaper heroin or the much more 

powerful fentanyl when controls on Oxycontin® were strengthened. At present, the 

center of the opioid crisis has shifted to the illicit distribution of illegal heroin and 

fentanyl. In particular, there is concern over the “China White” fentanyl 

manufactured in China and smuggled into the US, such that at a US-China summit 

meeting in December 2018 President Trump asked Chairman Xi to tighten controls. 

  

           Deaths from opioid abuse (per 100,000 population) 

 

 

Source: Centers for Disease Control: Drug Overdose Deaths in the United States, 

1999-2017.  

  

In this context it is not surprising that the FDA should become proactive on the 

matter of developing opioids which are not susceptible to abuse. In the US an 

estimated 18 million people are in need of opioids to treat long-term pain (source: 

Purdue Pharma), so the need for opioids will not disappear. MEDRx holds the patent 

for its own abuse and misuse prevention technology, AMRTS® (Abuse and Misuse 

Resist Transdermal System), which we believe gives it a competitive advantage. 

Thus we are not unduly worried about the rapid decrease in the size of the opioid 

market for drugs such as Oxycontin®, for which oxycodone tape is seen as a direct 

replacement. 

 

Note: The status of NKTR-181 

On July 30 2018, the FDA received an application for approval, submitted by the US company 

Nektar Therapeutics, Inc., of a new treatment for chronic back pain in adults which suppresses 

the euphoric effect associated with abuse (NKTR-181: an oral mu-opioid agonist with a novel 

mechanism). However, while it was expected that approval would be given at the end of May 

it still remains under investigation and it now looks as though a determination will not be 

issued until the end of August. No comparative tests against other oxycodone formulations 

have been carried out and the superiority or otherwise of its analgesic efficacy is unknown. 

 

The development status of oxycodone tape (MRX-1OXT) is unchanged since our 

last report issued on March 4th 2019. With the completion in February 2018 of Phase 

Incl.Fentanyl 
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It is anticipated that repeat dose 

tests will start in the second half 

of 2019, after improvements are 

made to  the product’s 

absorbability and adhesiveness 

 

 

 

In the context of the opioid crisis 

the trend is for the development 

of analgesics to become more 

time consuming,the authorities 

are taking more time to examine 

new analgesic discoveries. In 

order to accelerate approval it is 

possible to reduce the initial 

indications covered without 

affecting the value of a 

licensing-out 

 

1 trials in the US it was announced that the formulation was likely to achieve 

sufficient bloodstream concentration for the treatment of pain. The company 

continues to work on further improvements to the formulation to increase 

absorbability and adhesiveness to achieve an effective bloodstream concentration in 

a smaller size patch. Those improvements are nearing completion, after which the 

company will probably move on to repeat dose tests (Phase 1 supplementary tests) 

in the second half of 2019 for completion probably towards the end of the year. The 

results will be discussed with the FDA and Phase 2 trials initiated to demonstrate the 

drug’s ability to prevent abuse, after which Phase 3 trials will begin with an 

expanded number of cases (since Phase 2 and Phase 3 are likely to take around 2 

years there is no change in the expected application date of 2022 or approval date of 

2023). As with tizanidine tape the company is considering licensing out at the Phase 

1 stage, which could be late 2019 or 2020. 

 

However, in the context of the opioid crisis it is apparent that the authorities are 

taking more time to examine new analgesics. For this reason, in order to speed up 

the approval process MEDRx is now looking at the possibility of adopting a strategy 

of reducing the range of indications from Phase 2 (e.g. post-operative pain) with a 

view to later expanding the indications. A licensing–out contract for a 

pharmaceutical candidate is not usually based on individual indications, but rather 

on the rights to commercialise the product pipeline without limit as to indication. 

For that reason, the prospective pharmaceuticals company licensee makes a 

determination as to the total contract lump sum, milestones and the like based on 

their view of final market value.  
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2019 results revised to take into 

account the resumption of 

lidocaine tape development 

made possible by the fund 

raising exercise in May 2019 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

Product development costs have 

swollen but the funding  is now 

secure for the next two years, 

during which time there are 

good prospects for a  licensing-

out or a market launch 

 

 

 

 

 

 

 

 

 

Revised Results Outlook for 2019 

 

Looking at the business results forecast for 2019, there is no change in the original 

sales forecast of approximately JPY1 billion. Included in this is JPY24 million in 

sales of iodine coating, and around JPY700 in milestone payments now fairly certain 

to be received from Cipla in the second half. The sales figure also probably includes 

development cooperation fees from major pharmaceutical companies. This latter 

item should be taken on advice, since the amount will change in the future depending 

on project progress. As for oxycodone tape (MRX-1OXT), we see a licensing-out 

occurring after Phase 1 (hence, late 2019-2020) but due to the lack of certainty the 

company does not include this in its projection. The initial forecast for R&D 

expenditures was JPY1.371 billion, including Phase1b costs for oxycodone tape 

(MRX-1OXT) and Phase 1a starting costs for memantine NCTS®. The figure also 

includes costs for pre-clinical studies on unannounced product pipelines, but does 

not include costs (estimated to total JPY1.1 billion in 2019-2020) for additional trials 

on lidocaine tape (MRX-5LBT) required by the FDA. Since the development 

funding for this product has now been secured we estimate an additional R&D 

expenditure of around JPY299 million in and after the third quarter of 2019. We 

therefore revise down our expectations for operating revenues from an initial 

projection of a JPY650 million loss to a JPY949 million loss. On a net revenue basis 

the loss rises from an initial forecast of JPY643 million to JPY943 million. 

 

Trend in P&L 

 

Source: Prepared by Fair Research Inc. using short-form results reporting 

 

Further, cash on the balance sheet at the end of March 2019 totaled JPY1.644 billion. 

However, funds raised until March totaled approximately JPY400 million, and since 

March totaled approximately JPY720 million. As cost of sales came to around 

JPY400 million in April-June we estimate that cash on the balance sheet recently 

(end of June) is at the JPY2.1-2.2 billion level. We surmise the company has 

sufficient funds to cover product development for the next two years. For the second 

half of 2019 and beyond, the company’s cash position will be much improved by a 

lump sum contract payment if the licensing-out of oxycodone tape (MRX-1OXT) 

goes ahead. Additionally, it must be remembered that a new source of revenue would 

become available in 2021 if, as planned, an application for approval of lidocaine 

tape (MRX-5LBT) is accepted in 2020 and launched in the market in 2021.   

 

 

 

 

 

 

 

 

 

(JPYmil.）

2010/12 2011/12 2012/12 2013/12 2014/12 2015/12 2016/12 2017/12 2018/12 2019/12 2019/12

（original） （revised）

Sales 291 741 87 68 26 37 22 198 8 1,009 1,009

Product sales 84 94 71 33 26 37 22 28 8 24 24

　R&D revenues 206 646 16 36 0 0 0 170 0 985 985

Unit sales cost 58 34 33 8 9 12 8 7 2 5 5

SG&A 857 1,141 621 664 1,020 1,025 1,357 1,174 1,279 1,654 1,953

　R&D 695 939 415 397 718 716 1,074 888 980 1,371 1,670

　Misc. admin 162 202 206 267 302 309 283 286 299 283 283

Op. revenue -623 -434 -567 -604 -1,003 -999 -1,342 -983 -1,273 -650 -949

Rec. profit -616 -479 -578 -616 -1,012 -990 -1,301 -988 -1,285 -656 -955

Net  profit -536 -433 -571 -621 -1,016 -878 -1,259 -884 -1,267 -643 -943
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Balance Sheet Trend 

 

Source: Prepared by Fair Research Inc. using short-form results reporting 

 

 

Summary 

 

The recent news from MEDRx has been bullish: tizanidine tape (CPN-101) has 

entered Phase 1b, and the funds necessary for resuming development of lidocaine 

tape (MRX-5LBT) have been secured. In addition, for the second half of 2019 we 

can look forward to the completion of Phase 1b for tizanidine tape (CPN-101) and 

its entry to Phase 2, and an application to begin tests on memantine patches (MRX-

7MLL) prior to the start of Phase 1a. Further, it now looks possible that a major 

event, the licensing-out of MEDRx’s highest value product, oxycodone tape (MRX-

1OXT), will take place in or after the second half of the year, or perhaps 2020. The 

crux of the opioid crisis in recent years has switched to the illegal production and 

illicit distribution of fentanyl, and much hope is now invested in the development of 

an opioid formulation which is not susceptible to abuse or misuse. It has often been 

the case in recent years that the authorities have taken a lot of time to examine new 

analgesics, so to achieve an early decision one strategy is to reduce the initial number 

of conditions being targeted and calculate the cost of a licensing-out on the basis of 

the market for the full range of conditions. 

 

It is gratifying to see a return of the positive news flow that used to be associated 

with this stock until 15 months ago, and which we hope will be sustained in the 

future.     

 

 

 

 

 

Fair Research Inc 

 

A1 Bldg. Kayabacho 5F 

1-6-12 Shinkawa, Chuio-ku 

Tel. 03-6403-9217 

Email: info@fair-research-inst.jp 

 

(JPYmil)）

2010/12 2011/12 2012/12 2013/12 2014/12 2015/12 2016/12 2017/12 2018/12 2019/3

IPO CB Issued CB Converted

Liquid assets 730 649 507 4,008 2,857 2,204 2,736 1,836 1,937 1,728

Cash, etc. 691 614 465 3,937 2,780 2,063 2,640 1,737 1,796 1,644

Others 39 35 42 71 77 141 96 98 141 84

Fixed assets 335 304 280 722 831 774 342 296 373 505

Tangibles 265 240 215 256 346 278 264 220 295 428

Intangibles 0 0 0 1 3 2 1 0 0 0

Investment, etc. 89 64 65 465 483 494 76 75 77 77

Total assets 1,085 952 787 4,730 3,685 2,978 3,079 2,133 2,311 2,233

Liabilites 80 106 511 227 171 205 573 99 180 168

Liquid liabs 64 79 450 158 79 110 103 88 170 157

Fixed liabs 16 27 61 69 92 96 469 10 10 10

Net assets 1,005 847 275 4,503 3,514 2,772 2,507 2,037 2,130 2,065

Source: Fair Research Inc. using short-form results reports By end March approx. JPY400 mil. raise
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