
DEAR SHAREHOLDERS,

Welcome to the second edition of our 
quarterly newsletters. We have been working 
exceptionally hard this quarter to strengthen 
the fundamentals of the Company and 
develop a portfolio of assets and activities 
that will generate value and value-adding 
newsflow moving forward. Although our 
market valuation does not reflect it as yet, 
I am pleased with the recent progress we 
have made and believe that the constant 
newsflow you have been promised has 
begun. As you are aware, in recent weeks 
we have made three key announcements: 

●  the initiation of our Animal Health program 
with the beginning of the feed efficiency trial 
in weaner pigs; 

●  a significant change to our focus, structure 
and workforce to better align our capabilities 
and expenditures with our strategic corporate 
direction; and 

●  the signing of tesa Labtec GmbH as our external 
partner, securing a clear path forward for the 
further development of our TPM®/Oxymorphone 
patch. 

In addition to these, the TPM®/Oxycodone patch 
Phase 2a trial continues to progress. Recruitment 

is nearing the final stretch with 24 of the 28 targeted 
patients now dosed and nine in pre-screening. 
Of the 28 targeted, we require a minimum 22 
patients to be evaluable to complete the study. 
The targeted completion date for the trial remains 
on track for the fourth quarter this year. We’ve 
received a considerable amount of interest from 
potential partners pending these results, and we are 
well positioned to move discussions along if the trial 
is successful.

Since joining Phosphagenics earlier this year, 
I have mandated that the Company move from 
being primarily research based to more of 
a business focussed company; one that only 
pursues opportunities that are supported by 
strong business cases and has the potential to 
provide a return on investment (ROI) within a short 
to medium term timeframe. This has led to the 
fundamental change announced earlier this month 
to move our focus away from early research. While 
I see clear merit in many of the early targets we 
were pursuing, these opportunities are unlikely 
to provide meaningful value for shareholders 
within the foreseeable and “fundable” future. 
This change resulted in a reduction in the need 
for some specific skill sets leading to a number 
of redundancies. Although these changes are never 
easy, the Company will benefit from being far leaner 
and having an extended financial and resource 
runway. Our amended projections now indicate 
that Phosphagenics’ cash and revenue will provide 
an operating runway well into 2017, providing 
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time to extract more shareholder value from our 
key assets in the “Human”, “Animal” and “Bulk 
Production” businesses. 

Managing our business units more efficiently and 
focussing on assets with short to medium-term 
commercial outcomes will be the driver of real 
shareholder value into the future. We intend to 
maintain a very lean internal capacity and look to 
outsource, if and when additional skills are required. 
Opportunities to partner specific programs are 
being investigated with the design of the programs 
being focussed on the data needs of regulators and 
potential partners. 

Although we will not be advancing many of our 
earlier programs, our intent is to find value from the 
data already generated. We are at present in active 
discussions with several partners across multiple 
regions to develop partnerships that can move some 
of the earlier programs forward. 

I realise that Phosphagenics’ shareholders have been 
anxiously waiting for new substantial transactions to 
realize value from our assets. I believe by extending 
our financial runway, focussing our precious resources 
on the most advanced opportunities in the Human 
and Animal Health businesses, and by investing in 
expanding our production capacity, we give ourselves 

the best opportunity to reach one or more substantive 
commercial outcomes in the near future. I believe that 
this will provide shareholders with some long-awaited 
security in their investment and lessen the concern of 
major diluting capital raisings in the near future.

HUMAN HEALTH – led by Dr Ross Murdoch and 
Dr Paul Gavin

Human Health remains the division carrying the bulk 
of shareholders’ expectations. Whilst the future is never 
certain, we are confident that the topical and systemic 
opioid patches are products which, if successful, should 
be in high demand and deliver great value.

As indicated above, recruitment of patients into the 
Phase 2a clinical trial for the TPM®/Oxycodone patch 
in Postherpetic Neuralgia patients is progressing with 
only four of the 28 still to be recruited. Assuming no 
unforeseen impediments, recruitment is expected 
to finish towards the middle of this quarter with 
preliminary results expected soon after year end.

“...focussing on assets with short 
to medium-term commercial 
outcomes will be the driver of real 
shareholder value into the future.”
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This trial, if successful, has the potential to provide 
ground breaking results and:

●  support clinical proof of concept for the 
implementation of a program directed towards 
an IND application for trials in the USA; and

●  provide interested potential partners with the 
key proof of concept data required to move their 
“expressions of interest” to “offers to partner”. 
Ultimately, their level of interest will pivot on the 
strength of the data.

As just announced, the program to further develop 
the TPM®/Oxymorphone patch has begun in earnest 
this quarter. The program will be conducted with 
our German partner, tesa Labtec GmbH, in Germany 
and aims to create an optimised patch formulation 
suitable for Phase 2 clinical trials and beyond. 
Having already demonstrated that it is possible to 
achieve impressive transdermal delivery and plasma 
levels within the recognised therapeutic range 
with a previous TPM®-containing formulation we 
are optimistic that tesa will be able to reformulate 
to incorporate the desired robust characteristics. 
At present, it is difficult to predict what specific 
further development program will be needed once 
the reformulation is complete as this will depend on 
the scope of the changes required. It is expected 
that some toxicity and pharmacokinetics trials will 
be needed before the product will be ready to move 
towards an IND.

Mylan continues to progress the development of their 
TPM® injectable and towards a regulatory file in the 
near future, at which time we will update the market.

“The expectation exists that if this 
program is successful it should encourage 
and enable the option of commercial 
partnering in the short to mid-term.”

ANIMAL HEALTH & NUTRITION – GENERAL 
MANAGER: DR ROKSAN LIBINAKI

The Animal Health and Nutrition business unit has 
been very productive since its formation in May, 
as evidenced in late September with the initiation 
of the Animal Health trial program and the trial on 
weaner pigs. The trial will primarily assess TPM®’s 
effect on “feed efficiency” (how efficiently the pigs 
are able to convert feed into weight gain) as well 
as other secondary end-points which can otherwise 
negatively impact their development: TPM® may 
potentially improve these markers. A subsequent 
study in older and larger (“grower/finisher”) pigs, 
is currently being developed and is anticipated 
to begin shortly after the conclusion of the weaner 
study. The study protocol is designed to assess 
similar endpoints i.e. feed efficiency measures, 
in addition to “meat quality” end-points.

These studies are just one part of a multi-phased 
R&D program planned to run through 2015/2016. 
They are designed to build a substantial data 
package supporting the utility of TPM® across various 
livestock species. 

Our Animal Health program has been designed 
using expert input from both potential partners 
and external industry experts with global R&D and 
commercial experience. The expectation exists that 
if this program is successful it should encourage and 
enable the option of commercial partnering in the 
short to mid-term.
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BULK PRODUCTION – GENERAL MANAGER:  
MR GREG MOSES

Whilst the principle focus this quarter has rightly 
remained on supplying product to our existing 
partners such as Ashland, Integrated Animal Health 
(IAH), Themis and Le Metier, the Company has also 
been hard at work planning the expansion of its 
manufacturing capabilities so it can meet anticipated 
growth in demand from new customers, including 
IAH/Brinicombe. This expansion not only provides 
the opportunity for increased revenues through 
higher volumes, but also brings with it expectations 
that volume discounts may allow improved margins. 
The Bulk division remains the primary revenue 
source for the Company.

We are continuing to explore several broad 
opportunities to expand our bulk purchase through 
collaborations with new and existing potential 
partners introduced to Phosphagenics by Steven 
Meller, our external BD consultant.

STRATEGY, INNOVATION AND PUBLICATION

We continue to keep to the plan of submitting 
multiple publications in 2015. 

The next two publications are in the final phases 
of drafting and review. The first characterises 
the TPM® technology for use in enhancing drug 
absorption in topical and transdermal products. 
The second describes increased absorption of 
vitamin E after oral ingestion of TPM®. These papers 
begin building the foundation describing the TPM® 
technology as a broad platform for increasing drug 
delivery for a variety of routes of administration. 
Preparation of an additional two manuscripts has 
already begun, as we begin to publish our previous 
Phase 1 studies characterising deliver from the opioid 
patches in anticipation of Phase 2a results, as well as 
some mechanism of action studies for increased oral 
absorption. In addition to the article published earlier 

“...the Company has also 
been hard at work planning the 
expansion of its manufacturing 
capabilities so it can meet 
anticipated growth in demand from 
new customers...”
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this year, this collection of papers will underpin future 
BD discussions surrounding the topical oxycodone 
patch as well as the results being generated in the 
Animal Health division. Preparation of the additional 
publications through 2016 has already started.

OPERATIONS AND FINANCE

As announced recently, we have downsized our in-
house research capacity and will now concentrate on 
the commercialisation and development of our most 
advanced and short to mid-term projects. Priority 
has been given to projects where value-adding 
milestones are within the 12-18 month time horizons 
at the expense of projects with longer or less certain 
value propositions.

This downsizing represents a significant transition 
for the staff. It has not been easy emotionally as 
several of the employees impacted had been with 
Phosphagenics for ten years or more. I would like 
to personally thank all the staff for the maturity they 
have shown during this process and for their loyalty 
through a very difficult time. I wish all those who have 
left the best in their future endeavours.

It is anticipated that these changes, together with 
other savings and growth in existing revenues, will 
increase the Company’s financial runway well into 
2017; time enough to achieve many of the anticipated 
milestones we see as significant value-adding steps 
for the Company. 

Our cash position as at 30 June 2015 was $15.8 million 
with an additional approximately $5 million anticipated 
from the R&D tax rebate for the last two years.


