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Cross-Border Listings Ramp Up With
Surging US Biotech Sector Interest

Interest in the US biotech sector is on theway up. The Nasdag Biotech Index has surged
39% since August last year, opening up abiotech IPO window inthe US.

What is driving the interest in US biotechs? Well for starters in November last year
Gilead Sciences made a bid for Phar masset worth US$11 billion. Why thisdeal is so
stunning isthat Pharmasset hasjust moved into Phaselll trialswithitslead programin
the area of Hepatitis C (HCV). That transaction was completed in January.

Also in November, Regener on Phar maceuticals gained approval from the FDA for its
drug, Eylea, for thetreatment of wet age-related macular degeneration. Regeneron's stock
price hastripledin thelast 12 monthsand is now vaued at US$9.5 billion. The company
hasjust increased its salesforecast for thisyear to US$250-US$300 million for Eylea.

In January, Roche made a hostile bid for diagnostic group I llumina for US$5.7 billion,
which Illuminaistryingto fend off. And then Amgen announced it would buy Micromet
for US$1.16 billion. Thisdeal was also announced in January thisyear.

Also in January, Bristol-Myer s Squibb did not want to be I eft behind and announced a
bid for I nhibitex, which hasamid stage clinical drug candidatein asimilar spacetothe
Pharmasset program. BMS paid US$2.5 hillionin adeal that wasfinalised this month.

HCV isahot areaof biotech at the moment. In October last year Roche made asuccessful
bid for AnadysPhar maceuticalsfor US$230 million, whichisasointhe HCV space.

To throw a spanner in the works, on Friday Gilead announced a setback with its just
acquired Pharmasset HCV drug candidate. In asubset of patients on thetherapy with GS-
7977, six of eight patientshad aviral relapse within four weeks after stopping therapy. It
is not going to be as clear cut as Gilead had been hoping for. An analyst covering the
stock for Deutsche Bank said that whilst it was disappointing it was unlikely to be a
disaster scenario, according to BusinessWeek. Gilead's market valuefell US$5.9 billion on
Friday.

Not surprisingly, therehasbeenaramp upinlisting activity within the Australian biotech
sector. Australian biotechs are headed for the US asthe US funding window now |ooksto
be opening.

Sunshine Heart

Accessing US capital markets appearsto bethe reason for threelocal biotech companies
seeking to list on US exchanges. This week Sunshine Heart announced its shares had
been successfully listed on the Nasdaq as well astrading on the ASX.

Sunshine Heart has been increasing its focus on US investors in the last 12 months. A
Cont'd over
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Nasdag listing was arequirement linked to an earlier US capital
raising. The company will need accessto larger pools of capital,
with up to $40 million required to completeits pivotal study with
its C-Pulse heart assist device.

Onthe ASX the sharestrade as Chess depository interests (CDIs),
with Sunshine Heart being a US company. Each Nasdaq listed
share corresponds to 200 CDIs on the ASX. The stock istrading
on the Nasdag under the code SSH. Trading on the first day was
very thin, with only 1,674 sharestraded.

Prima Biomed

Prima Biomed this week announced it filed a registration state-
ment with the US SEC as part of the process to make a Level Il
ADR Nasdag compliancelisting.

There is considerable interest in the US in the cancer immuno-
therapy space following Dendreon's success in getting Provenge
to market. That cancer vaccine is heading towards generating
US$300 millionin salesayear, having made salesof US$82 million
inthe December quarter.

Another cancer immunotherapy company, Argos Therapeutics,
filed itsregistration statement in mid 2011 and thisweek announced
the pricing of itsIPO. It plansto raise US$74 million to fund its
Phase 111 study in kidney cancer. Lazard Capital Markets and
Canaccord Genuity arethelead underwriters.

Although USfunds can buy Primashareson the ASX, USbrokers
can not advise their retail clients on ASX listed companies, but
they can if the company hasan ADR listing. Prima CEO, Martin
Rogers, is seeking to increase interest/liquidity in the US from
both retail and institutional investors.

Each Nasdag sharewill correspond to 30 ASX listed shares. Prima
will trade under the code PBMD.

Biota Holdings

BiotaHoldingsis seeking to gain better accessto US capital mar-
kets. Local investorsare showing no patience or diminished inter-
est in the stock, and being closer to its most important customer,
the US Government, or more specifically, BARDA, isalso anim-
portant factor.

Biotaislooking a how access to the US can be best facilitated.
Thiscould beeither through amerger or by moving itslisting from
the ASX to the US. By mid year the company expectsto bein a
position to know whether or not it wants to pursue this option.

New Listings on the ASX

Since December 2010, three North American companieshavelisted
onthe ASX - RevaMedical, Bionicheand Gl Dynamics. A fourth
company isexpected to lodge its prospectus next week. Thiscom-
pany has someresearch linkswith Australian biotech. Bioshares
will provide detailsonce available.

US and Australian companies are matching their needs with the
exchange and the capital markets that are most suited to their
current needs.

Phosphagenics Oxy Patch Starts to
Look Competitive

Phosphagenics (POH: $0.205) hasrevealed several performance
outcomes from improvements made to its TPM/Oxycodone
transdermal patch, devel oped in conjunction with the global ad-
hesives company 3M. TPM/Oxycodone is being developed as a
treatment for chronic pain and it would be thefirst patch deliver-
ing oxycodone, if successfully commercialised.

Phosphageni cstechnology combines al pha-tocopheryl (phospho-
rylated Vitamin E) with drug substances, for example, oxycodone,
insulin, diclofenac or retinoic acid, to improve the delivery of
active drug substances across the skin.

Thisthird generation version of the patch is half the size of, and
contains one quarter of the drug material originally incorporated
in the first generation patch. The new patch delivers 4.5 times
more oxycodone than its first generation patch. The quantity of
active drug contained in the patch is now approximately 50mg for
athree day application period. The onset of the drug is twice as
fast and therate of delivery isseventimesasfast. On anormalised
basis(i.e. per square centimetre), therate of delivery is15timesas
fast.

Its previous version of the patch was achieving CMax at the end
of the 72 hours of application, whereasthe latest version isachiev-
ing CMax within 24 hours, with steady blood concentration lev-
els. (CMax isthe peak level adrug reaches after it has been admin-
istered.)

Phosphagenics must now characterise the bioavailability of the
active drug as determined by its third generation patch and as-
sessdrug deposition in the patch onceit has been used after three
days. The last task is important because the FDA pays close at-
tention to residual drug given the potential for drug abuseto take
place where drug abusers can access disposed drug patches.

The next component of Phosphagenics' preparatory trials, which
are designed to lead into a single pivotal Phase 11 registration
trial, will include a patch with some further modifications, includ-
ing onethat minimiseswear i ssues such as sliding and movement
of the patch. This next stage of the trial is a multi-dose study
involving 20-25 subjects assessing wear issues and pharmacoki-
netics.

Implications

The news for investorsis that it appears that the Phosphagenics
patch delivers a steady state from the first patch applied. Thisis
very positive achievement, and can be compared to the fentanyl
patch (Duragesic) which reached steady state drug levels on the
fourth patch.

A rapid time to steady state should in theory provide superior
pain management. It would appear that one of the goals of the
second stage of the trial to explore steady state levels based on
the number of patches applied has now been achieved.

Cont'd on page 7
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Biota Holdings — A Stock for the Patient Investor

BiotaHoldings (BTA:$0.78) hasreported alow revenuefirst half.
Total revenuewas $7.8 million. The company generated anet loss
of $11.0 million for the half, and retained a cash balance of $56
million at the end of December.

Low & Slow start toNorthern HemisphereFlu Season

The low revenue was directly related to the very mild flu season.
Inthe USA, the number of peoplevisiting their doctor with influ-
enza-like symptoms was only 1.4%, below the baseline level of
2.4%. Thelevel of reported influenza-like symptoms was low or
minimal inal states.

In Europe, it has been a slow start to the flu season however the
number of cases of influenzainfection has been increasing signifi-
cantly in recent weeksin Western Europe. All 34 circulating strains
are sensitive to the neuraminidase drugs Tamiflu and Relenza.

In Japan, there has been a persistent increase in influenzainfec-
tionsin recent weeks.

The relevance for Biotais that it should see increased royalties
from Inavir (4% of sales) and Relenza (7% of sales) salesin Japan
for thisquarter, also from sales of Relenzain Europe, withthe US
likely to generate continued low salesof Relenzain thisquarter. In
the US, seven out of eight viruses were covered by the existing
vaccine, and all circulating viruseswere sensitiveto Tamiflu and
Rdenza

For alonger-term perspective, alow season this year in the US
may resultinahigh flu seasonin the next year or two, particularly
if thereisan antigenic shift in the strain and depending on weather
conditions.

Biotareceivesglobal royaltiesfrom sales of Relenza, with USroy-
atiesending in 2014, in Europein May 2015 and in Japan in 2019.

Over the next two years, there should beasignificant liftin replen-
ishing outdated stockpiles of Relenza by governments around the
world, particularly in the US, which should see more of a 50/50
balance between Relenzaand Tamiflu, rather than the current 20/
80 splitinfavour of Tamiflu.

HRV Phase lIb trial

Biota sPhasel1b human rhinovirus (HRV) trid hasnow completed
recruitment. HRV isthe family of virusesresponsiblefor the com-
mon cold. Biotaisfocusing on asubset of the population inwhom
HRV infection has more serious consegquences. This trial isin
peoplewith asthma, whereaHRYV infection is often more serious,
causing up to atwo week infection rather than just an infection
lasting just afew days. A HRV infection can make the patient’s
asthmaless stable, aswell as potentially cause lung damage.

This tria recruited patents over two winter seasons. It initially
targeted around 400 patients. The patients were required to self
diagnose prior to enrolment, with the viral infection confirmed
during treatment with Biota's drug candidate, now called
‘vapendivir'. After the first season, Biota looked at how accu-
rately patients were self diagnosed. This diagnosis turned out

better than 50% which meant that Biota could then reduce its
study numbersto around 300.

Other applicationsfor this potential therapy arefor patientswho
have received alung transplant, where HRV infection can beter-
minal, in patientswith COPD (chronic obstructive pulmonary dis-
order) and people on immune suppression treatment.

Results from the trial are due to be released next quarter. If the
results are positive, Biota has the option to progress clinical de-
velopment of the program on its own. This is contingent on
accessing further funding. Or it may licensethe program, if it re-
celvesan attractive offer. Both optionswill be considered and will
obvioudly be dependent on the trial results.

BARDA Contract

Biota' sUS$231 million contract with BARDA inthe USto develop
alaninamivir (called Inavir in Japan) for the US market remainsthe
most important program for Biota. Inthefirst half Biotagenerated
$4.3 million in revenue from this contract to develop laninamivir.

Biotaisstill looking at how it can better access US capital markets
and also gain better recognition of itsassets, including itsBARDA
contract with the US Government. This could involve merging
withaUS company or listing on aUS exchange.

A move to the US would give better access to larger amounts of
capital which the company may need as it moves up the value
chain with completing commercia development of programswith-
out partners.

It may also be in the company’ sintereststo be closer to the US if
itsman customer isthe US government and it will seek to generate
hundreds of millions of dollars in future laninamivir sales to
BARDA for stockpiling of thislong acting (it only needs to be
taken once as opposed to twice daily for five daysfor Tamiflu and
Relenza) neuramindase inhibitor flu drug. Details of the options
open to the company with respect to accessing US capital markets
should be released by mid year.

Summary

For investors the BARDA contract offers along term gain, with
thedrug not expected to compl ete devel opment until around 2016.
Closer term driverswill beresultsfrom the PhaselIlb HRV tria next
guarter and amoveto the US marketsfor the company, although
it'sunclear how that will be structured and how quickly avalua-
tion re-rating will occur.

Clearer driversfor the stock will be government Relenzastockpile
replenishment orders, which should occur over the next two yesars.

Biotais acompany with a number of valuable assets. It's a stock
that has a high probability of rewarding investors, however some
patienceisrequired. Biotaiscapitalised at $142 million.

Bioshares recommendation: SpeculativeBuy ClassA
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Genetic Technologies Modifies Brevagen Positioning

Genetic Technologies (GTG: $0.13) marketsthe Brevagen breast
cancer test in the US. The test is a risk assessment tool which
enables physicians to assess the likelihood of Caucasian women
over the age of 35 who do not have a family history of breast
cancer of developing breast cancer. The test combines genetic
with clinical information, such as age at which the subject first
gave birth and age at menarche. On ascertaining a patient's risk
profile, aphysician can then makeinformed decisionsregarding
the management of the patient, for example, commencing more
frequent monitoring or intervening with adrug therapy.

The product was launched in the USin June 2011. Since launch,
the company has encountered doctors who have been unsure of
what patientsto usethetest on, given that thetest is designed for
women with an intermediate risk of breast cancer.

The company has now determined that the messaging for Brevagen
isthat it ismost relevant for women who have had aclinical his-
tory and life-time exposure to estrogen. According to Genetic
Technologies, morethan 75% of breast cancers are estrogen-posi-
tive. The Brevagen test containsclinical questions (e.g. regarding
obesity) and genetic components related to estrogen exposure.

Despite the uncertainty of physicianstowards the most appropri-
ate utilisation of thetest, the company saysreimbursement levels
achieved to date have been positive.

CLIA Certification for Key US States

Thisweek the company received CLIA certification of itsFitzroy,
Melbourne laboratories from the US Centers for Medicare and
Medicaid. Itsinitial CLIA certificationin April 2011 permitted the
company to offer itstest in 42 US states. Thismost recent certifi-
cation coversthe states of California, Florida, Maryland, Nevada,
New Y ork, Pennsylvania, Rhodeldand and Tennessee. However,
Genetic Technologies must still makeasubmissionto New Y ork's
State Department of Health, withinitsClinical Laboratory Evalua
tion Program. Such an approval may be achieved in 2013.

Accessto Florida and Californiais important for Genetic Tech-
nologies given the large populations of these states. The
addressable market in the US for the Brevagen test (Caucasian
women over the age of 35) totals 60 million, based on 2009 US
Censusestimates, with4.7 millionin Cdifornia, 3.6 millionin Florida
and 3.6 millioninNew York State.

There were an estimated 230,000 new cases of invasive breast
cancer diagnosed inthe USin 2011. Familial breast cancer ac-
counts for 5% of breast cancers, non-familial accounts for the
remaining 95%. As mentioned earlier 75% of breast cancersare
estrogen-rel ated.

The company will conduct further validation studies to expand
the applicability of the test into non-white populationsin the US
and into women aged 35 years.

Future Sales?
We expect sales of Brevagen to grow slowly as the product con-
tinuesthrough aroll-out phase over 2012. Initia salling phasesfor

medical productsin US marketsare not only complicated by prod-
uct messaging and sales force reach issues, but also by payment
and reimbursement factors.

Brevagen is a test that has the potential to generate attractive
marginsif it becomes widely accepted in the breast cancer man-
agement setting. The availability of an assessment tool that can
offer both psychological benefits (to the patient) and economic
benefits (to payors) in personalised health management plansis
the thesis of the Brevagen investment argument, more so given
thefear status breast cancer isawarded by women. However, itis
too early to judge whether the test will be widely adopted, onethe
one hand selling (hypothetically) 100,000 units per annum or, on
the other hand, settling as a niche product, selling (hypotheti-
caly) 10,000 unitsayear.

Genetic Technologies recorded net operating cash flows of -$3.5
million and receipts of $3.8 million for the six monthsending De-
cember 31, 2011. Cash at theend of thehalf year was $12.6 million.
Genetic Technologiesis capitalised at $60 million.

Summary

Until unit sales of Brevagen become availableand aclear trendis
observed, potentialy in the second half of this year, we place a
Speculative Hold recommendation on the stock and have removed
the stock from our Model Portfolio.

Bioshares recommendation: SpeculativeHold ClassA
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Contributed Discussion

The Aussie Invasion or Time to go to the US?

In my first article of this series (see Bioshares 422), | dealt with
structuresfor USentities seeking toraisecashin Australia. Inthis
articlel look at theflipside, Australian companies seeking to raise
capital inthe US. Often seen to open up new markets, there are
many good Australian biotech companies which target theUSin
the hunt for cash to continue the development of quality Austral-
ian technology. Itisclearly atwo way street in terms of the US/
Australian relationship.

For Australian companies used to the regulatory requirementsfor
making an offer of their shareslocally, to the extent you are seek-
ing toraise capital inthe US, the Australian disclosure/ prospec-
tus regime under the Corporations Act do NOT apply. You will
till need to comply withthe ASX Listing Rulesbut in termsof the
formalities of an offer, you need to comply with relevant USlaws.

Exempt US Offerings

The US Securities Act of 1933 (US Securities Act) regulates the
offer and sale of any securities to persons situated in the United
States. Thisincludesan Australian company making the offer of
its securities to personsin the United States.

The US Securities Act is similar to the Australian Corporations
Act in that it provides, unless exempted, any offer of securities
(including by aforeign issuer) must be made pursuant to acurrent
registration statement (prospectus) that isfiled with the Securities
Exchange Commission (SEC) and prepared in compliancewithUS
law.

Thereareanumber of exemptions (which are complex) for bothUS
domestic and foreign issuersto enable them to offer securitiesto
exempt investorsin the US without being subject to registration
under the US Securities Act. Some of the more commonly used
exemptions to raise capital in the United States are found under
Regulation C (for US domestic issuers) and Regulation D or Rule
144A (for foreign issuers), often referred to as a "safe harbour"
exemptions.

A word of warning: care should alwaysbetaken in offeringsin the
USto retain USlawyersas often the devil isin thedetail interms
of compliance!

Common Considerations in Exempt Offerings

Whileit is possible to bring an offer of Australian shares to ex-
empt USinvestors (for exampleto certain sophisticated USinves-
tors) within asafe harbour (and not require SEC registration of an
offer document or prospectus), it isimportant to understand some
considerations in such safe harbour offerings -

(@ An Australian issuer is not permitted to undertake any
"genera advertising" or "solicitation" in respect of the US
exempt or safe harbour offer and you need to be careful that
any press release which is published or made in the US
complieswith the exemption requirements.

(b) Rule 144A offerings are only availablein respect of those
securities which are not tradeable on any US securities

exchange and only to those institutions which the issuer
reasonably believes to be "qudified ingtitutional buyers’
(QIBs). Thisterm QIB isdefined wider than just institutions,
but care must be taken that the subscribers do qualify - it
does not extend to high net worth individuals.

(c) The Australian sharesissued under such safe harboursare
not freely tradeablein the US. For examplein order to qualify
under aRegulation D exemption, theissuer must take steps
to ensure the relevant securities are not being acquired in
the USwith the view they areto be on sold to the US public.
Often this is dealt with in seeking warranties or
representations from the US subscriber.

(d) Whilst an offer can be exempted and thereisno prescribed
form of documentation for the offer or subscription, it is
important to have some form of subscription agreement
where the Australian issuer can secure representations by
the USinvestor asto their statusand intentions (for example
asto no intention to on sell the securitiesto the US public).

(e It is possible to conduct an exempt offer without any
information memorandum (or like discl osure document) being
made available for the potential exempt investors; the
downside to such undocumented offerings is there may be
anincreased exposureto liability for aUS purchaser alleging
misleading conduct in respect of any statements made for
example by the salesperson making the offer on behalf of
the Australian company (see section 3 below).

(f) For Regulation D offerings there are some notification
requirements and on sales of the securities may be more
restricted than under aRule 144A exemption offering.

(g) For Rule 144A exempted offerings, where requested by a
potentia investor, the Australian company is required to
provide certain information to the holder of the security or a
prospective investor.

The choice of exemption pathway in the US for an Australian
company involves a more detailed consideration of the require-
ments for each exemption which is outside this general discus-
sion. | have dso not dealt with all of the exemptionswhich may be
available. The caveat is seek legal advice before rushing off to
raisecapital intheUS.

US Retail offering by Australian companies - ADR
program

Inthe alternative, an Australian company could sponsor an Amei-
can Depositary Receipt (ADR) program. An ADRissimilar tothe
Australian Chess Depositary Instrument (CDI). Effectively the
ADR program alows US investors to trade the securities of a
foreign issuer on US markets and facilitates settlement inthe USin
USdoallars.

Under an ADR, aUS commercia bank (the depositary) holdsthe

Cont'd over
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underlying sharesin the Australian listed company (which have
been deposited with the depositary) and then issues negotiable
certificates in registrable form - which are exchangeable for the
underlying shares. Those negotiable certificates (the ADRS) are
then capable of trading inthe US.

Whiletherearedifferent "levels' of ADR registration, an Austral-
ian company would requirealevel 3 ADR registration to enableit
to register a current registration statement with the SEC for an
offer tothe US public (including retail investors) of the ADRs.

Thisisan expensive and time consuming process asthe Austral -
ian company would effectively need to haveitsfinancia accounts
reformatted to comply with US GAP (general accounting princi-
ples) and the offer document would have to contain much of the
material Australian companies are used to in a"long form pro-
spectus’, with a complete due diligence. Further your ongoing
disclosure obligations do not necessarily match thelisted compa:
ny's disclosure obligations under the ASX Listing Rules.

Alsothelevel of interestin ADRsfor USinvestorswill in part turn
ontheliquidity of the ADRswhich does not reflect theliquidity of
the primary market (for examplethe Australian Stock Exchange) of
the underlying sharesin the Australian company. This requires
on going support and coverage by US brokers.

Liability

While there are certainly less specific regulatory disclosures for
an exempt or safe harbour offering in the United States as com-
pared to registering acurrent registration statement with the SEC
(no doubt due to the recognition that sophisticated investors are
expected to need lessregul atory protection than theretail public),
thereisstill exposure for the Australian company in respect of an
exempt offer to the general "anti-fraud" provisionsof the USfed-
eral and state securitieslaws. Thisisnot conceptually materially
different than an Australian listed company would facein respect
of an offer of its securitiesto sophisticated investorsin Australia.
However it isworth noting that by undertaking a US raising, the
Australian company and those involved in the offer also bring
themselveswithinthisUSliability regime. There have been cases
where the US courts have found sufficient connection to the US
by aforeignissuer to alow aUSinvestor to bring an action inthe
USfor mideading representations or omissions.

US Legal Opinions

Often US brokersinvolved in exempt issues/ offers may request
what iscommonly referred to as a 10b-5 negative assurance opin-
ion which states that the US counsel has conducted the due dili-
gencereview in respect of the exempt offer and isnot aware of any
material misstatement or omission inthe" offering document/s” -
but the appropriateness of such opinions depends on the level of
due diligence undertaken in respect of the offer.

For example with an undocumented Rule 144A private placement
by an listed Australian company to US QIBs, sometimesthelisted
company will takethe approach that limited or no duediligenceis
required (given thelisted company's compliance with continuous
disclosure obligations under the ASX Listing Rules).

Some Practical Considerations

A successful US capital raising does not happen overnight, and
from what | have seen in previous transactions, it is usualy the
result of along period of establishing aprofileinthe UStogether
with relationships with brokers and fund managersin the US.

The US investors also tend to be very concerned with suspen-
sionsintrading - asitisfar lesscommon for US companiesto seek
a suspension of trading in its securities (as compared to the ap-
proachin Australia). Thiscan cause some backlash from USin-
vestors.

From a practical viewpoint, it is aso prudent for the Australian
listed company to check its insurance cover (for example under
D& O Insurance) to ensurethereisno exclusionsfor liability aris-
ing out of USclaims.

Andrew Gaffney is a partner in Middletons Cor porate Advisory
Group, is head of their Melbourne equity capital markets team
and specialises in assisting biotechnology companies.
Middletonsis a national corporate law firmwith officesin Mel-
bourne, Sydney, Perth and Brisbane. The above commentsare of
a general nature, not exhaustive and should not be relied upon
as providing legal advice.

e: andrew.gaffney@middletons.com
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Bioshares Model Portfolio (17 February 2011)
Price Price added Date added

(current) to portfolio
QRxPharma $1.58 $1.66 October 2011
Mayne Pharma Group $0.300 $0.435 September 2011
Acrux $3.33 $3.37 June 2011
Bioniche $0.60 $1.35 March 2011
Somnomed $0.97 $0.94 January 2011
Phylogica $0.036 $0.053 September 2010
Biota Holdings $0.78 $1.09 May 2010
Tissue Therapies $0.37 $0.21 January 2010
Atcor Medical $0.10 $0.10 October 2008
Impedimed $0.53 $0.70 August 2008
Bionomics $0.47 $0.42 December 2007
Cogstate $0.25 $0.13 November 2007
Sirtex Medical $4.90 $3.90 October 2007
Clinuvel Pharmaceuticals $1.82 $6.60 September 2007
Pharmaxis $0.99 $3.15 August 2007
Universal Biosensors $0.72 $1.23 June 2007
Alchemia $0.405 $0.67 May 2004

Portfolio Changes — 17 February 2011

IN:
No changes

OUT:
Genetic Technologies has been removed from
the portfolio at 13 cents. See page 4.

Clinuvel Pharmaceuticals Files Scenesse for
Approval in Europe

Clinuvel Pharmaceuticalshasfiled itsdrug Scenessefor approval
with European regulators (EMA). Thefirst indication is for the
treatment of acondition called erythropoietic protoporphyria(EPP),
which is characterised by a severe intolerance to sunlight.

It'san orphan drug indication, with the product already available
inltaly and generated sales of $1.04 millionin FY 2011.

It will take anywhere from 12-18 months to be reviewed by the
EMA. Inthe meantime, Clinuvel will need to addressitsfunding
position. The company had $11.7 million in cash at the end of
December. At its current spend rate, it has about 10 months cash
only.

There was a strengthening in the company's share price prior to
filing for approval, with the stock retracing some of that ground in
the last two weeks. There may be more price weakness ahead as
the company addresses its funding position.

There are three options open to the company. Oneisalicensing
deal, licensing the drug outright, or for an indication or aregion.
Thesecondisabridging loan. And thethird and themost likely is
raising fundsthrough equity markets.

An outright sale of the businessisalso apossihility, athough this
would be more suitable once European approval has been gained.

Clinuvel iscapitaised at $56 million.

Bioshares recommendation: SpeculativeHold ClassB

— POH from page 2

Phase Il Trial
The next major step in the development of the Oxy patch isthe
design andinitiation of aPhaselll trial.

A pain patch that recently gained FDA approva was Purdue
Phar ma’ sButrans, apatch that delivers buprenorphine. Butrans
was evaluated in one 12 week study that enrolled 1,024 opioid-
naive patients and in another 12 week study that enrolled 1,160
patientswith chronic lower back pain. In thissecond study, Butrans
was administered at a dose of 20 mcg/hour versus a low dose
5mcg/hour and placebo.

A key question for investorswill bewhat size of trial the FDA will
demand of Phosphagenics, withtrial costsaclear function of size.
Previously Phosphagenics hasflagged aPhasel |1 trial with small
numbers, however, the Purdue Butrans program wasvery largeto
begin with, partly driven by an almost 50% discontinuance rate.
That may be less of an issue with TPM/Ocycodone.

Summary

Phosphagenics concentrated focus on a single product in the
pharmaceutical sarenais beginning to yield results. The company
isin the process of elevating itsinternal capabilities on the com-
mercia side of the development of TPM/Oxycodone, which we
expect will lead to further product devel opment gains going for-
ward.

Following a$27 million capita raising inthefourth quarter of 2011,
the company's new found ability to attract capital isnow astrong
positive with the stock, with key investors indicating a willing-
nessto support future capital needs so long as execution remains
ontrack. Phosphagenicsis capitalised at $209 million.

Bioshares recommendation: SpeculativeHold 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 Value
Hold Vaue = CMP

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

(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 severa key areas. For example, their cash position is weak, or
management or board may need strengthening.

Speculative Buy — Class C

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

Speculative Hold —ClassA or Bor C

Sell

Corporate Subscribers: Pharmaxis, StarpharmaHoldings, Cogstate, Bionomics, Circadian Technologies, BiotaHoldings,
Impedimed, QRxPharma, LBT Innovations, Mesoblast, Atcor Medical, Tissue Therapies, Viralytics, Phosphagenics, Immuron,
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