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Somnomed — Building the Complete Oral
Appliance Therapy Company

Somnomed (SOM: $1.64) increased revenueinthefirst half of thisfinancia year by 39%
to $12.5million. Profit beforetax for the half was $370,000, down dightly from $412,000in
the previous corresponding period. Unit sales of the company's devices used for the
treatment of sleep disorderswere 19% higher from the previous corresponding period.

For thefull year, the company isforecasting unit sales of around 43,000, up 20% over the
35,841 sold in the previousfinancial year. However guidance on salesfor thefull year is
in the order of $25 million, which is conservative given the unit sales forecast, which
would correspond by our estimatesfor $27 millionin salesfor thefull year. Thislower and
more conservative sales guidance for the year perhaps explains some weakness in the
stock thisweek.

Executive Chairman and CEO Peter Neustadt said thisweek in an investor update that
Somnomed has become the best custom oral appliance company in the world. Its strat-
egy going forward isto develop all major marketsin Europe and access Asian markets
over the next five years, and to continue with the company's medical initiativein the US.
The Somnomed devices compete with Resmed's and Respironics CPAP deviceswhich
Neustadt believes his products are more durable and cost effective.

Inthe US, Somnomed continuesto invest in marketing its devicesthrough sleep special-
ists. Thistop-down approach will continue with Somnomed to continuere-investing its
profits into growing the business. The medical initiative is expected to trandate into
additional salesin FY 2015, with signsthat thisinvestment isworking among sleep phy-
sicians. Spending on the US medical initiative is expected to be around $2 million this
financid year.

Thelast three quarters has seen an accel eration in the company's business, particularly
in the December quarter, where sales were up 22% over the September quarter. The
company's European strategy, which has involved the acquisition of four distributors,
has paid off, with Europe sales now largely matching those from the US.

Of interest is that margins are higher in Europe, with the company able to command a
higher price. Intwo countriesat least, Holland and Sweden, devices such asthe Somnodent
products are prescribed as afirst line therapy before CPAP. Dentists in Europe charge
considerably lessthan what is charged inthe US, at around 400 Euros.

New Products

Last year Somnomed released its own Herbst product, which isalower cost ora device
costing between $300-$400. This device is only available in the US and has aready
allowed the company gain some large volume competitor accounts.

Cont'd over
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New productsto belaunched by Somnomed areanew MAS (man-
dibular advancement splint, which iswhat the Somnodent device
istechnically known as), a'Herbst Advance' product, the Dentitrac
compliance recording product, and 'SomTabs, a consumable to
clean the oral appliancesthat the company sells, which will add a
regular consumable to the company's product line. With over
150,000 devices sold, the addition of ongoing consumable salesis
a sensible and worthwhile strategy, even if initial saleswill be
modest.

Competing with CPAP

The company is pitching its COAT (Continuous Open Airway
Therapy) products as a better aternative to CPAP (Continuous
Positive Airway Pressure). Somnomed isseeing signs of frustra-
tion in the market place with the cost of CPAP therapy. The com-
pany is conducting a pilot study with one of the very large man-
aged care organisation in the US, Kaiser Permanente. Kaiser
Permanente has 8.9 million membersand hasafocuson delivering
better health outcomesfor its members.

Results from this study should be available by the end of this

year, with the study due to start in the next few weeks. If it could
be shown that COAT is a more beneficial outcome for patients
with mild-moderate sleep apneain this study, changing Kaiser's
treatment of sleep disorders, then thiswould trand ateto apivotal
moment for Somnomed. However, it will likely require more than
the one study. Kaiser hasaround 2,000 of itsmembersassigned a
CPAP each month.

Somnomed is in discussions with additional payers in the US
healthcare market. At the moment about 60% of peopleinthe US
under private health cover are reimbursed most of their costs, and
Medi care reimburses about half of the dental costs (around $1100).

Somnomed also expectsto start acompliancetrial withtruck driv-
ers, which will use the soon to be rel eased Somnomed-Denti Trac
system.

Somnomed iscapitaised at $73 million.

Bioshares recommendation: Buy

Nanosonics Update

Nanosonics (NAN: $0.80) increased its salesin thefirst half of this
financial year by 119%to $9.7 million. The company'snet lossfell
by 42% to $3.5 million, and the company retained cash of $21.7
million.

The US still dominates the company's business, with 1,286 cen-
tres now using the company's Trophon EPR ultrasound probe
disinfection system, up a staggering 31% from October last year
only. This represents just under 20% of the potential hospital
base for Nanosonics' product.

By comparison in Australia, there are at |east 452 sitesusing the
Trophon system, which isagood indicator of the potential reach
of the technology for the rest of the world, according to CEO
Michael Kavanagh. Therearealso 17 sitesin New Zealand using
the Trophon system.

Inthe US, another threeto four of thetop 50 hospital s have adopted
Trophon use recently, which now totals 76% of the top 50 hospi-
talsinthe USusing the product. Growth is also expected from not
just new centres coming on board, but also from expansion of use
within current hospitals. Sales are still dependent of the budget
cycles of hospitals and clinics, with the Trophon system being a
capital item expense.

Europeisan emerging market for the company athough Kavanagh
said that market is gaining traction. The company sellsdirect into
the UK, Germany and France. Nanosoni cs has been adding sales
staff in each of these countries. In France, the company iswaiting
on the results of tenders for which it has submitted proposals. If
successful, sales are expected to be strong.

In Germany, clinical studiesare closeto completion with thefoun-
dations for that market in the process of being built. In the UK,
review of disinfection processesfor ultrasound probesis nearing

completionin Walesand Scotland, with outcomes expected in the
second half of this calendar year. Thismay see changesin guide-
lines favourable to Nanosonics.

Other Markets

The Trophon system has recently been approved for usein South
Korea. The regulatory dossier submitted to the Japanese regula-
tor isprogressing faster than anticipated. Other future marketsthe
company will look at entering are India, China and the Middle
East.

Margins

Grossmarginsfell inthisfirst half compared to the previous corre-
sponding period from 67.4%to 61.8%. Thiswasdueto arelative
increase in Trophon unit sales compared to consumables. At the
moment consumables make up around 20% of total salesand are
expected to grow to 36%-40% of total salesin thefuture.

Summary

The company has secured the Australian market, is well on the
way to securing the US market, and is now building the founda-
tionsin Europe for Trophon adoption. However heathcare poli-
cieswill affect adoption rates. In Germany and France awareness
of theissue of cross-contamination from ultrasound probe useis
building, with the company winning a healthcare award in Ger-
many (M&K award) for its Trophon product. And potential
changesto guidelinesthisyear in the UK may accel erate adoption
inthat market.

Nanosonicsiscapitalised at $210 million.

Biosharesrecommendation: Hold
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Private Company Report

Global Kinetics’ PKG System Now in 50 Clinics

Global Kineticsis a privately-held public company based in Melbour ne which was founded in 2007. The company’s technology
originates fromthe Florey Institute of Neuroscience and Mental Health. Aswith our recent report on Minomic International, we
provide the following report for readers of Bioshares who are interested in and capable of, investing in private companies, and

in advance of any future possible IPO of the company.

Global Kinetics Corporation has devel oped adevice, the PK G (Par-
kinson's Kinetigraph), which enables neurol ogists to objectively
assess the symptoms of Parkinson's Disease. The PKG systemis
now availablein 50 sitesfrom aworldwidetotal potential pool of
1,500 movement disorder clinics. GKCisaimingtoincrease the
PK Gs presenceto 60 sites by June, 2014 and 120 by June 2015.

The PKG isawrist worn datalogger, built around an accelerom-
eter, whichisworn by apatient for ten days. The deviceishanded
back to the clinic and movement datais then collected and proc-
essed and areport isgenerated for thetreating physician, usually
aneurologist.

What is Parkinson's Disease and How is it Treated?

Parkinson’ s diseaseis characterized by amovement disorder and
is associated with theloss of neuronsin apart of the brain called
the substantia nigra. Parkinson's disease can manifest itself as
dyskinesia, where a person is in a hyperkinetic state (excessive
uncontrolled movement) or bradykinesia, inwhich apersonisina
hypokinetic state (a Slownessin the execution of movement).

The gold standard for drug treatment of motor disorder symp-
toms, but especially bradykinesia, has been to administer
doperminergic drugs e.g. Levadopa, as a dopamine replacement
therapy. Problems with this therapy include the tendency for pa-
tientsto become dyskinetic for aperiod of timefollowing adminis-
tration and that asthe disease progress, the half-life of Levadopa
decreases and the dosage required to be effective has to be in-
creased. This means that the management of dopamine replace-
ment therapy becomesincreasingly difficult.

How is it Assessed?

Currently, the most common approach to the assessment of Par-
kinson's symptoms is dependent on the subjective assessments
of doctors, the patients themselves and also their carers or other
family members. These assessments might involve diary keeping
or extend to observational studies conducted in a hospital over
severa days.

What subjective assessments do not capture is what a patient is
doing when they are going about daily living and not thinking
about their movements. The PK G allows neurol ogiststo seewhat
a patient's movements are in relation to therapies she or he is
taking, to study the correlation between medications and symp-
tom response as well asto know if the patient is complying with
their drug prescriptions.

Business Model

GKC generatesrevenuefromits PK G systemsin two ways. Clinics
can purchase a block of reports (e.g. 50 or 100) which must be
used in a specific time period, but not buy any equipment, with
reports charged at $225 each. This sales structure delivers 95% of
revenue.

The aternative is that clinics purchase hardware from GKC for
about $9,000 and then pay on anindividual report basis. The hard-
ware packageincludesacharge cradle, 10 wrist worn devices, 25
wrist straps, and one year'sworth of 3G connectivity.

Competition

Competition for the PKG comesin theform of Gresat L akes Tech-
nologies Kinesiasystem. This system requires a Parkinson's pa-
tient to stand in front of a computer and make movements with
their hands to obtain a bradykinesia score. They then must stand
infront of avideo camerato befilmed to obtain adyskinesiascore.
Thismust be done several timesin aday.

In contrast, Global Kinetics Corporation's PK G systemisawrist-
watch style datalogger which a patient wears for ten days, after
whichit issent back to their neurologist. The greatest contrasting
featureisthat the device can be worn while patients go about their
daily activities. Patients can also use the device to log when they
have taken their medications.

Other technologies exist, including smart phone apps which ad-
dress one or more aspects of Parkinson's disease, such as tremor
or freezing of gait. However, according GKC CEO Andrew Maxwel|
the 'key issue is what is happening with bradykinesia because
that iswhat they treat with therapeutic agents.

The Market Opportunity

Themarket opportunity for supplying medical productsand diag-
nostic products or asymptom measurement tool such asthe GKC
PKG isvery large, based on the 6 million people worldwide who
suffer from Parkinson's diseases. An estimated 60,000 peopl e suf-
fer from Parkinson'sdiseasein Australia.

Of the 6 million, GK C estimatesthat 3.1 million patientsarelocated
intheterritorieswherethefollowing criteriaare met: key opinion
leader engagement; regulatory approval obtained; the potential
for early revenues; and have a path to recurrent funding (reim-
bursement).

The PKG system is most relevant to Parkinson's patients are at
Stage 2 of the disease's classification spectrum, which is where
patients have moved past three doses of levadopa a day and are
showing early signs of bradykinesiaand dyskinesia. This repre-
sents 1.6 million patients.

However, the more relevant metric is the opportunity for the an-
nual number of tests. Stage 2 Parkinson's patients on average visit
their medical specidist two to threetimesayear. GKC hasidenti-
fied and focused on 1,500 movement disorder clinicsinitstarget
markets. These clinicssee 1.13 million patientsayear, which trans-
latesto an annual 3.4 million testing opportunity. Each clinic sees
an average of 750 patients, with each clinic representing 2,250

tests per annum (on average). _ Cont'd over
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GKC'sestimatesthat, inthelong term, the 1,500 centres areworth
about $350 million as a total addressable market, assuming 2-3
tests per patient and with reports selling for between $100 and
$150. Each report currently ispriced at $225 but thelikelihood over
thelonger termisfor pricing to fall asvolume buying increases.

How Scalableis the Business?

GKC estimates that to achieve $15 million of turnover a year it
would need to have an installed base of 300 clinics, based on an
average price per report of $190, and five reports per week per
clinic. So far the company has built itsinstalled base of 50 sites
over 18 months using a sales force of two. The addition of 5-6
sales staff would take it towards a 300 clinicstarget over athree-
to-four year period.

Regulatory Status

The PKG isapproved in Europe (CE Marked) and in Australiaby
the TGA, which meansthe company can sell in most of the Euro-
pean countries, in Australiaand in many partsof Asia.

This year the company plans to submit the PKG for approval by
the FDA, using the 510(k) pathway. For the approval pathway, a
predicate device or devices must be referred to. In the case of the
PKG, the company will refer to various predicate devices. It in-
tends to use a device developed by Axon Instruments founder
and now Monash University Chancellor, Alan Finkel, asthe predi-
cate device for measuring movement in Parkinson's disease. It
intends to refer to other devices that measure movement using
accel erometry and other devicesthat remind patientsto take medi-
cation.

Patents and IP

GKC haslicensed anumber of patentswhich claim to differentiate
normal movement from Parkinsonian movement as well as the
measurement of impulse control disorders. Other patents cover
metrics for determining where a patient might sit on the Parkin-
son's stages of disease progression.

However, none of those patents have been granted. The earliest
patent dateisfrom 2008, which meansthat if granted, the primary
patent would expirein 2028.

Experience in Sweden

GKC'sexperienceinthe Nordic markets hasbeen very positive. In
Sweden, for example, all seven major movement disorder clinics
now usethe PKG system. Thisisbecause GKC met Swedish clini-
cians'who felt that what we weretrying to achieve with the PKG
aligned very closely with their philosophy about how to manage
Parkinson'sdisease,’ said GKC CEO Andrew Maxwell.

Unlike Australia and the UK where national reimbursement
schemes exist to pay for medical services and products, in Swe-
den, regiona governments have a much greater say over health
spending. Hospitals in Sweden can also buy products and serv-
ices using their own budgets, i.e. purchasing decisions are not
entirely dependent on anational or regional authority.

What the experience in Sweden has done 'isto give ussome scale
intalking about our product in other European markets. It hasalso

led to some large pharmaceutical companies who rely on those
key opinion leaders to provide feedback about new products, to
become comfortablewith usto start working with usto expand the
use of the product in those markets and other markets," according
to Maxwell.

Industry partners are expected to become a source of revenuein
the future were the PK G could be used as an objective measure of
outcomes of the use of their agents or used as a tool to more
accurately administer new treatments.

Future Investments and Spending

GKC'sfuture spending islargely marketing focused, with invest-
mentsto in be hiring more sales staff and for the devel opment of
market access plansin new territories. Smaller sumswill beallo-
cated to therel ease of anext generation datalogger. The company
also intendsto make investmentsin backend operations so that it
hastheinfrastructureto support larger volumes of reports, aswell
as hillings and payments systems.

GK C seesaneed to support some of the clinical work being under-
taken by key opinion leaders as well as their presence at confer-
ences and user meetings. Some spending on clinical trials man-
aged directly by GKC isalso envisaged.
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Bioshares Model Portfolio (21 February)
Company Price R et Portfolio Changes — 28 February 2014
(current) to portfolio IN:
Invion $0.077 $0.089 February 14 :
QRxPharma $0.930 $0.620 December 13| N0 changes
Impedimed $0.235 $0.245 December 13 S
: Recommendations:
Analytica $0.025 $0.025 December 13
Imugene $0.016 $0.022 November 13
Oncosil Medical $0.130 $0.155 September 13 OUT:
IDT Australia $0.330 $0.260 August 13
Viralytics $0.315 $0.300 August 13 No changes
Tissue Therapies $0.300 $0.255 March 2013
Somnomed $1.64 $0.94 January 2011 | Recommendations:
Cogstate $0.350 $0.13 November 2007
Universal Biosensors $0.37 $1.23 June 2007

Another Transformational Capital
Raising — This Time for Benitec

Since Benitec Biopharma (BL T:$2.09) announced a$31.5 million
capital raising on Monday its share price hasincreased 31% from
itsclosing price aweek ago of $1.59.

The capital raising isin two parts, with thefirst tranche of $15.8
million now completed and the balance subject to shareholder
approval.

The share were issued at a$1.07, which represented a5.3% dis-
count to the 15 day VWAP.

A number of institutional life science investors have entered the
BLT register through theraising, including RA Capital Manage-
ment, Perceptive Advisors, Specia Situations Funds and Sabby
Management.

The capitalisation of the company based on thefull compl etion of
theraisingis$249 million.

Benitec isnow in aposition to properly exploit itsgene silencing
technology and particularly to forge ahead with its Hepatitis C
trid.

For investors, however, the stock at its current level isrepresents
an opportunity to ‘ Take Profits'.

Biosharesrecommendation: Take Profits

Clarification - Cogstate - Bioshares 540

In its 4D, Cogstate reported that it had $7 million of contracted future
revenue at 31 December, of which $3 million will be recognised in the
second half of FY14. In its business update lodged on 18 February, Cogstate
noted that, following the award of a number of studies in December and
January, the amount of contracted and awarded (Cogstate has won the bid
and are in the process of contracting) future revenue had ballooned from $7
million to US$18.06 million of which US$5.2 million will be recognised in
the second half of the financial year, and the balance in periods thereafter.

(Yet) Another Delay for Tissue
Therapies

Aspart of its CE Mark review by the European Medicines Agency
(EMA) of TissueTherapies(TIS: $0.30) wound healing product
VitroGro, the company has been requested to supply datafromits
contract manufacturers. The effect of thisisto ‘stop theclock’ on
the mandated review period of 210 days, pushing back final ap-
provd to 2014 H2.

Whilst frustrating for the company and investors, it isimportant
to properly satisfy the demands for information by regulators es-
pecially where manufacturing is concerned.

Therisk doesexist that the EMA could impose new conditionson
manufacturing of VitroGro. However, if that werethe case, it would
raiseissueswiththe EMA’ sinterna processesand promote doubts
about the integrity of its review processes, given that it has had
the product under review for sometime.

At this stage, we assume the EMA’ senquiries are of an adminis-
trative nature rather than being concerns of a more fundamental
nature.

Tissue Therapieshasoriginally anticipated EMA approval for Vitro
Groinmid-2012. However, aproduct classification wrangles owed
the approval process down. That problem was resolved but the
EMA chosetoinitiate a 210 day manufacturing audit in August
2013, to commence 6 September 2013.

Tissue Therapiesretained cash of $10.3 million asat December 31,
2013,

Tissue Therapiesiscapitalised at $79 million.

Bioshares recommendation: SpeculativeBuy ClassA
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How Bioshares Rates Stocks

For the purpose of valuation, Bioshares divides biotech stocks into
two categories. The first group are stocks with existing positive cash
flows or close to producing positive cash flows. The second group are
stocks without near term positive cash flows, history of losses, or at
early stages of commercialisation. In this second group, which are
essentialy speculative propositions, Bioshares grades them according
to relative risk within that group, to better reflect the very large
spread of risk within those stocks. For both groups, the rating “Take
Profits’ means that investors may re-weight their holding by selling
between 25%-75% of a stock.

Group A

Stocks with existing positive cash flows or dose to producing positive cash
flows.

Buy CMP is 20% < Fair Vaue
Accumulate CMPis 10% < Fair Vaue
Hold Value = CMP

Lighten CMP is 10% > Fair Vaue
Sell CMP is 20% > Fair Value

(CMP—Current Market Price)

Group B
Stocks without near term positive cash flows, history of losses, or at
early stages commercialisation.

Speculative Buy —Class A

These stocks will have more than one technology, product or
investment in development, with perhaps those same technologies
offering multiple opportunities. These features, coupled to the
presence of aliances, partnerships and scientific advisory boards,
indicate the stock is relative less risky than other biotech stocks.
Speculative Buy — Class B

These stocks may have more than one product or opportunity, and
may even be close to market. However, they are likely to be lacking in
severd key aress. For example, their cash position is weak, or
management or board may need strengthening.

Speculative Buy — ClassC

These stocks generally have one product in development and lack
many external validation features.

Speculative Hold—ClassAor Bor C

Sell

Corporate Subscribers: StarpharmaHoldings, Cogstate, Bionomics, Impedimed, QRxPharma, LBT Innovations, Tissue
Therapies, Viralytics, Phylogica, pSivida, Antisense Therapeutics, Benitec BioPharma, Admedus, Calzada, Invion, Circadian

Technologies, Imugene, Analytica
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