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Admedus Gains Manufacturing Headstart

Admedus (AHZ: $0.14) (formerly Allied Healthcare Group) is acquiring a Perth-based
manufacturing facility from Genzyme Australasia, aunit of Sanofi, for anomina sum. The
termsare nominal because Sanofi would have had to undertake acostly decommissioning
of theplant. Thefacility was established for the manufacture of MACI (matrix- induced
autologous chondrocyteimplant) in 2009. The ded isexpected to close on Dec. 31, 2013.

The acquisition moves forward Admedus’ plans for scaling up the manufacture of its
tissuerepair product Cardiocel by 6-9 months. Admedus has taken over the lease of the
site, on which an estimated $8-$10 million was invested. The acquisition also included
plant and equipment estimated to beworth in excess of $1 million.

Admedusisalso in aposition to select from staff employed at the site by Sanofi. These
staff aretrained to GM P standards and have experiencewith TGA and FDA audits.

Admedusbdlievesthe sitewill alow it to service global markets, worth in excess of $200
million of manufactured product. The company will also be able to undertake product
development from the new facility, reducing its dependence on Royal Perth Hospital.

US Approval for Cardiocel Anticipated in 2014

The company has submitted an application to the FDA under the 510(k) approval route.
Admedus expects to be able to gain a wider label claim for Cardiocel from the FDA,
permitting its use for intra-cardiac repair and vessel reconstruction. The vessel recon-
struction group of procedures (carotid, femoral, CABG and triple A) is estimated at
400,000 ayear inthe USA.. Thisisasizeable addressable market.

In contrast, in Australia Cardiocel isindicated for use asan implant to close and repair
cardiac septal defectsor injured myocardial tissue. In Europe, the CE Mark alowsfor the
repair and reconstruction of heart defects including treating congenital heart disease
and repairing heart valvesin both children and adults.

Over thelonger term, Admedusintendsto develop Cardiocel for herniarepair.

Summary

Admedus has had astellar run thisyear, with its sharesincreasing by 567% from ayear
ago. High expectations have been built into the Admedus share price, with investors
recommended to monitor the company’s sales performance and regulatory progress
throughout 2014. Admedusiscapitalised at $176 million and holds cash and equivalents
of $11million.

Biosharesrecommendation: Sell

Christmas — New Year Publication Schedule
The next of edition of Bioshares (535), dated January 1, 2014 will be emailed to subscribers on
January 2, 2014. The subsequent edition of Bioshares (536), dated January 24, will be emailed
to subscribers on January 27, 2014. (Note, Bioshares is published 48 times a year)

534



Bioshares Number 534 — 20 December 2013

Page 2

Imugene Secures Key IP From Pevion

Imugene (IMU: $0.015) hasre-negotiated its arrangements with
Swiss company Pevion over access to patents relevant to its Her-
Vaxx vaccine. Her-Vaxx isamulti-epitope vaccine that may be ef-
fectivein treating Her2 positive breast and gastric cancers.

Pevion Biotech has assigned its ‘M ulti epitope vaccine for her2/
neu-associated cancers' patent to Imugene and been granted an
exclusive global licensetoits'Lypophilisation of Virosomes pat-
ent, the field of oncology.

The 'Multi epitope vaccine for her2/neu-associated cancer' pat-
ent (which has yet to be granted) expires in 2030 and the
‘Lypophilisation of Virosomes patent expiresin 2025. Thevaccine
patent confersafavourable patent lifefor apotentia product which
should liftsits appeal to potential pharmaceutical partnersor ac-
quirers.

Pevion's multi-epitope vaccine patent covers the use of afusion
peptide incorporating the same three peptides used in the first
generation vaccine developed by the vaccine's inventors at the
Medica University of Vienna.

The first generation vaccine links or conjugates the peptides
whereas the second generation vaccine fuses the peptides to-
gether. It has been found that much stronger immunological re-
sponse can be generated with the second generation fusion pep-
tide. Pevion al so found the order in which the peptideswere fused
increased the potency of the vaccine.

In both the first and second generation versions of the vaccine,
the conjugated peptides and the fusion peptides are linked to a
virosome, whichisavirus-like particle that isreadily recognized
by theimmune system. Lypophilisationischemical techniquewhich
means the vaccine can be converted to adry powder for later re-
congtitutionin aliquid form for administration. Thisrepresentsa

commercia advantage because the vaccine would not need to be
kept in cold storage.

Deal Terms

Earlier in 2013, Biolife, the vaccinetechnol ogy company acquired
by Imugene, entered into a non-binding letter of intent to gain
accessto the Pevion IP by way of aninitial CHF 200,000 payment,
milestone payments of CHF 1 million and CHF 5 million and the
payment of 2% of net royaltiesfrom Her-Vaxx sales.

The accessto the | P has been renegotiated on considerably better
and more attractive terms to Imugene, both in terms of fees and
thetiming of payments.

Development Plan for Her-Vaxx

Imugenewill devotethe bulk of 2014 to setting up manufacturing
for the Her-Vaxx vaccine, and manufacturing material for clinical
trials. Phasell trialswill commencein early 2015. The company
may be required by the FDA to complete some minor testing of the
second generation version of the the vaccine prior to commenc-
ingclinical trias.

Summary

The securing of rights to the Pevion patents is an important step
for Imugene, which it has accomplished on much better termsthan
originally envisaged in 2013. Not only doesit enable accessto an
improved form of the Her-vaxx vaccine but it delivers access to
virosome technology which could be used to deliver drugs into
cells(intra-celular), similar to what Phylogicaisaiming to achieve
with its peptides.

Imugeneiscapitalised at $14 million.

Bioshares recommendation: Speculative Buy ClassB

pSivida: Partner Alimera Moves Closer To Getting Green Light From FDA

pSivida (PVA: $4.78) has seen its share price surge by 70% this
week with the FDA indicating pSivida’ s partner Alimera Sciences
can move straight through to labeling claim discussions for its
eye drug Illuvien and that an assessment by an FDA advisory
committee is now not necessary.

The decision came exactly two months after the FDA delivered
Alimeraa Complete Response Letter for the third time. Alimera
had resubmitted its NDA for the second time with full three year
data, then for the third time focusing on patients with chronic
DME (morethan three years), because this patient population had
amore profound effect from the treatment.

The FDA'’s concerns have been around safety, particularly the
need for cataract surgery post treatment in a small subset of pa-
tients, and increasesin intraocular pressure. Earlier thismonthin
the UK, the National Institute for Health and Care Excellencerec-
ommended that the product be reimbursed in the UK in those
patients who have already had cataract surgery.

Label Claim To Be Determined

What remainsto be determinedisthelabel claim, which meansfor
which patients the treatment will be approved. Alimerawill also
provide recent commercial safety data from use of the devicein
Germany and the UK. Iluvienisin commercia usein Germany and
the UK, with alaunchin France expected in early 2014. lluvienis
also approved in three other European countries.

In lluvien is approved in the US, Psivida will receive a US$25
million milestone payment from Alimera. It will also receive 20% of
net profitsfrom salesin the US and Europe.

Sdesof [luvienin Europewere US$758,000 in the September quar-
ter, up from US$179,000 inthe June quarter.

pSividaiscapitalised at $108 million. The company had US$16.5
millioninfundsat the end of September.

Bioshares recommendation: SpeculativeHold ClassB
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Top Six Stock Picks — 2014

Somnomed (SOM: $1.145) (Cap. $51 million)

Sleep apnea treatment company Somnomed continues as one of
Biosharestop picks, after appearing in last year’s Top Six Picks.
Why consider this stock? One reason isthat the visibility into the
company’ s sales performance is very clear because the company
provides both volume and va ue figures. The company sold 35,841
devicesin FY 2013, anincrease of 16% from the previousyear.

In November, Somnomed announced the morethan 150,000 peo-
ple had been fitted with a Somnodent device, with an earlier bench-
mark of 100,000 being reached in July 2012.

The company has reinvested earnings into market devel opment
and marketing, with an emphasison amedically oriented strategy
(~ 8% of salesof $18.5 millionin FY 13). The downsideto thisis
that investors who look for EPS growth ignore the stock. The
upside is that the stock can be bought at very attractive prices
with only amodest dilution having occurred with the stock since
2009. The company has44.7 million shares outstanding, compared
to 38 millionin June 2009. (The company hasissued sharesto pay
for several acquisitionsin Europe.)

In time, the quality of Somnomed’ s earnings will become more
apparent and to awider audience, an event that could easily lift
the stock above the $2 mark.

Top Six Stock Picks — Performance

for 2013

Our Top Six Stock Picks made roughly one year ago posted an
averagegain of 62%. Strong gainsfor four stocks(BLT, NAN, PVA
and SOM) easily compensated fallsin TISand UBI.

PV A shares bounced back only relatively recently following posi-
tive news received by its marketing partner for Iluvien, Alimera
Sciences. (see page 2 for discussion). Over the 12months,
PV Asharesrose 282%.

TISlost 31% over the year. Despite the challenges this company
has had with regulatorsin Europe, we continue to back this stock
and haveincludeditinthe 2014 Top Six Stock picks. UBI hasbeen
atremendous disappointment, partly dueto actions by its partner
Lifescan, but possibly because groups of long term sharehol ders
lost patience with stock and have headed for the exit.

Bioshares 2013 Stock Picks Performance

Company Code Price 20-12- Price 14-12- Change
2013 2012
Benitec BLT $0.60 $0.38 59%
Nanosonics NAN $0.85 $0.49 73%
pSivida PVA $4.78 $1.25 282%
Somnomed SOM $1.15 $0.83 38%
Tissue Therapies TIS $0.220 $0.320 -31%
Universal Biosensors UBI $0.465 $0.900 -48%

Average Gain Bioshares Top 6 Stock Picks 62.2%

ASXAIl Ordinaries Index 5261.5 4595 14.5%

Impedimed (IPD: $0.245) (Cap. $44 million)

Impedimed isan example of acompany that came closeto extinc-
tionin 2012 but after theimposition of strong fiscal disciplineand
tremendous effortsto re-work product labelling for itsL-Dex non-
invasive tool for assessing lymphedema, the company turned a
corner.

Why the stock rates as selection for 2014 is that the American
Medical Association brought forward by ayear the timetable for
theissuance of aCPT 1 codefor the L-Dex system (to begin Jan 1,
2015 rather than Jan 1, 2016). Thismeansthat patientscoveredin
the US by Medicare should largely have insurance cover for
lymphedema assessment from Jan 1, 2015. Coverage from private
payorsisdependent in part from progress | mpedimed makeswith
atria itisinitiating with the L-Dex system.

Impedimed has also strengthened its board, with the company
now in aposition to leverage the substantial medical device expe-
rience of it new board members.

QRxPharma (QRX: $0.62) (Cap. $102 million)
QRxPharmaiis still working with the FDA to have MoxDuo IR
approved as a pain drug. It has received two complete response
letters (CRLSs), meaning that the FDA could now not approvethe
company’ s new drug application initscurrent form.

Thereasonsfor the knock backs are somewhat innocuous. Inthe
first instance, the FDA wanted to see additional data around res-
piratory responsesfrom one of itsclinical trials. Theresultsfrom
that study, Study 022, were alate addition, and given the impor-
tance of that data, the FDA wanted to see the full data.

The second ‘knock back’ came because QRxPharma could not
supply theregulator with validated datawithin the review period.
QRxPharmawaswaiting for athird party to complete an independ-
ent review.

QRxPharma has spent the time in between CMLsimproving its
cash position — the company recently raised $11.6 million —and
signing up partners to sell its product upon approval. The com-
pany now has partners to sell the product into Australia, New
Zedland, USA, Canada, | srael and South Africa

Thebig question iswhether the FDA will approvethe company’s
opioid pain combination product MoxDuo IR. The FDA will use
an expert advisory panel to help assessthe application, indicating
the application is more complicated than originaly thought. In
Bioshares view, thelikelihood of apositive decision outweighs a
third CRL for MoxDuo IR.

Tissue Therapies (TIS: $0.22) (Cap. $58 million)

Tissue Therapiesisanother company that has battled with a medi-
cal productsregulator. The company had a stoush with European
regulators over whether its product should be treat as a device;
first the answer wasyes, then no, and now yes. Its share price has
taken apounding in the meantime, with the company having run

short of funds in the process.
Cont'd over
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Bioshares Model Portfolio (20 December 2013)

Company Price Price added  Date added Portfolio Changes — 20 December 2013
(current) to portfolio IN:

QRxPharma $0.620 $0.620 December 13 :

Impedimed $0.245 $0.245 December 13 S?g;g;n;;spgogilgzﬁfggf;; the portfo-

Analytica $0.025 $0.025 December 13

Imugene $0.015 $0.022 November 13 OUT:

Oncosil Medical $0.120 $0.155 September 13 Circadian Technol ogies and Cal zadahave been

Invion $0.085 $0.060 August 13 removed from the portfolio with uncertainty around

IDT Australia $0.375 $0.260 August 13 those companies following recent management and

Viralytics $0.315 $0.300 August 13 board changes respectively. Both stocks are under

Tissue Therapies $0.220 $0.255 March 2013 review.

Benitec Biopharma $0.595 $0.40 November 2012

Somnomed $1.15 $0.94 January 2011

Cogstate $0.360 $0.13 November 2007

Universal Biosensors $0.47 $1.23 June 2007

— Top Six Stock Picks cont'd

The company is now in a much better position. The European
regulator has reversed its position that Tissue Therapies wound
healing product, VitroGro, will be reviewed as a device, so no
additional clinical trialsarerequired in Europe. The company has
alsoimproved itscapital positionraising $8.3 million recently .

Tissue Therapies expects to start selling its product into Europe
inthe second quarter of 2014 oncefinal approval isreceived. The
regulatory risk is now low we believe. The company is ready to
start selling the product into five countries across Europe once
approval isreceived.

Our target price on approval isover 40 cents ashare with a60%-
80% gain typical on approval. Announcements of launchesinto
individual countries and product salesis also likely to drive the
shareprice higher. On arisk return metric, Tissue Therapiesoffers
good value.

Oncosil Medical (OSL: $0.12)(Cap. $42 million)

Oncosil Medica isaimingtoreplicate Sirtex Medica withitsbetar
radiation therapy for the treatment of pancrestic cancer. The com-
pany expectsto start apivotal study inthe second quarter of 2014.

Thetrial will recruit 150 patients. Two thirds of the patients will

receive the radioisotope covered microparticles delivered via a
gastroscope, along with receiving chemotherapy. The remaining
onethird will receive chemotherapy alone. The company has de-

signed the trial such that an interim analysis can be completed
beforethe end of 2014.

Pancreatic cancer hasavery poor prognosis. The company’ s pri-
mary endpoint will be seeking to achieve greater than atwo month
improvement in overall survival, and areductionin pain. Thereis
considerable pain associated with this cancer. In a Phase | study
over six monthsin 17 patients, average pain reduction of 35% was
achieved. Overall survival was 10 months, which isa4.3 month
improvement over the historical average. The disease was con-
trolled in 82% of patients.

The company estimates the potential market for its radiation
therapy to be over US$400 million ayear for patients suitablefor

this treatment. An advantage over the Sir-Spheres therapy from
Sirtex, whichisused to treat liver cancer, isthat the administration
of thetherapy issignificantly easier.

The rate of recruitment into this trial will be a key measure to
monitor, aswill bethefirst interim results at the end of 2014.

Analytica (ALT: $0.025) (Cap. $17 million)

Analytica' s Pericoach system was approved by the TGA in No-
vember. The system integrates a device with a smartphone and
clinician portal, such that women can better manage and improve
their pelvic muscles. An estimated 30% of child-bearing women
experience weaknessin the pelvic areaand thisimpacts on conti-
nence control.

The market opportunity for the device is significant and even a
very modest accessing of the total potential pool of customers
could see Analytica generate attractive revenues.

The company hasanumber of key milestonesahead in 2014, which
include gaining FDA certification, the completion of a usability
trial, the commencement of high volume production, the commence-
ment and compl etion of aclinical trial, and thelaunch of the prod-
uct at aninternational conferencein Brazil in October.

The company successfully raised $2.2 millionin November 2013,
overcoming avery weak cash position. While Analytica has the
cash to movetowardsitscommercial objectivesin 2014, it recog-
nises that additional funds could be devoted to marketing the
Pericoach product.

Biosharesrecommendations:
SOM —Buy

IPD — Speculative Buy ClassB
QRX —SpeculativeBuy ClassB
TIS—Speculative Buy ClassA
OSL —SpeculativeBuy ClassB
ALT —Speculative Buy ClassB
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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, Viraytics, Phylogica, pSivida, Antisense Therapeutics, Benitec BioPharma, Admedus, Calzada, Atcor Medical, Invion,

Circadian Technologies, Imugene
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Information contained in this newsletter is not a complete analysis of every material fact respecting any company, industry or security. The opinions and estimates herein expressed
represent the current judgement of the publisher and are subject to change. Blake Industry and Market Analysis Pty Ltd (BIMA) and any of their associates, officers or staff may have
interests in securities referred to herein  (Corporations Law s.849). Details contained herein have been prepared for general circulation and do not have regard to any person’s or
company’s investment objectives, financial situation and particular needs. Accordingly, no recipients should rely on any recommendation (whether express or implied) contained in
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