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Mayne Pharma Group — Life After Doryx?

Mayne PharmaGroup's (MY X: $0.32) shareprice peaked at $0.99 in February 2011, after
whichit fell to $0.33 in July 2011. The company's share price then recovered to $0.51 in
November 2011, only fall away again to trade near the $0.30 level for the most part of the
year to date.

The weakness in the share price has been due to volatility in sales of Doryx (doxycy-
cline), which ismarketed in the US by Warner Chilcott and made by Mayne atitsplantin
Adelaide. Doryx is prescribed for the treatment of arange of bacterial infections.

For FY 2011, Doryx revenuesfell by 46% from the previous year. Doryx sal es accounted
for 42% of revenuesin FY 2011. Warner Chilcott reduced itsinventory of Doryx in that
year in anticipation of stocking anew dosage form of Doryx. The appreciating Australian
dollar reduced Doryx earnings by approximately $3 million for FY 2011, compared to the
previous year.

For the half year ending December 31, 2011, Doryx sales increased by 71% from the
previous half year as Warner Chilcott normalised ordering. However, the stronger Aus-
tralian dollar againimpacted earnings, culminating ina6.9% fall in Doryx revenuesfrom
the previous corresponding period. Doryx accounted for 46% of Mayne Pharma Group's
revenues. Total revenues for the half year were $27.1 million, with a net profit of $3.9
million reported.

By theend of 2011, Doryx saleswere accounted for by almost all of the new 150mg dual
scored tablet formulation. This followed the FDA's approval of the new formulation in
September 2011.

However, the company's chances of maintaining a strong grip on Doryx sales have now
been dealt a blow with the decision by a US Court which has accepted Mayne Pharma's
patent covering its new formulation of Doryx (the 150mg formulation) but which also
ruled that rival generic drug firms, Mylan Pharmaceuticals and Impax Pharmaceuticals
proposed generic versions did not infringe Mayne's patent.

Thispatent (USPTO number 6,958,161; filed April 2002; granted October 2005, expiring
April 2022) describes a modified release preparation that has one or more coated core
elements, with each core element including an active ingredient and having a modified
release coating. The United States District Court judgment implies that the formulations
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of Doryx as devised by Mylan and Impax stepped around the
coating methods and dissolution profile devised by Mayne (origi-
naly F. H. Faulding) chemists.

The implication for Mayne and sales partner Warner Chilcott is
that sales of Doryx will be subject to competition from generic
firms and that consequently sales are likely to decline consider-
ably. However, Maynebelievesit may take severa weeksbeforea
clear understanding of the prospective competitive landscape can
be achieved. Mayne a so expects Warner Chilcott to put several
strategies into play to dampen or slow the impact of the generic
competition to Doryx.

Mayne's Revised Business Strategy

The Mayne board appointed a new CEO, Scott Richards, in De-
cember 2011 to replace Dr Roger Aston. Richard did not formally
take up his position until February this year. Richards was previ-
ously the President of European Operations and Global Hospital
Business for Intas Pharmaceuticals, and prior to that was the Ex-
ecutive Vice President of the Global Hospital Generics Business of
Actavis. He also spent 18 years with Mayne and F. H. Faulding
earlier in his career, which means he has come to the CEO role at
Mayne with an extensive insider's knowledge of the company.

Richards has developed a business plan for Mayne Pharma that
assumes a weakened position for Doryx in the doxycycline mar-
ket. The strategy builds on selling existing products into new
markets, the positioning of Mayne Pharma as an independent
Australian specialty pharmaceutical group, continuation of con-
tract manufacturing and the revitalization of R& D program.

1. Sales Territory Expansion

Thefirst plank of the strategy involves expanding the number of
territories (currently 7-8) into which Mayne sellsitsexisting prod-
ucts.

2. Acquire/l n-license Specialty Brands and Products

The positioning of Mayne Pharma as an independent Australian
specialty pharmaceutical group will see the company acquire or
in-license products and brands that fit with the heritage of the
Mayne (Faulding) brand. However, the niche or specialty focus
will be based on the sales of either branded or generic products
into the hospital market, with products targeted towards the US
and with salesin the US$200-$500 million p.a. range.

3. Drive Manufacturing Harder

The company's liquids and creams manufacturing capability de-
livers about 20% of top line revenue but also consumes signifi-
cant overheads. Richard's new plan would aim to substantially
increase exploitation of Mayne's contract manufacturing capabil-

ity.

4. Revitalise R&D

Thefina plank to the revised strategy isto invigorate R& D, build-
ing on the strengths of Mayne's globally relevant operations in
Adelaide.

Price Chart — Mayne Pharma Group
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SUBACAP Update

The company hasbeenfindizing an extensivereview of SUBACAP,
a proprietary formulation of the antifungal agent itraconazole in
development to treat toe nail fungal infection. The review has
expanded the number of potential opportunities for the drug to
also include blood born fungal infections, or systemic infections
as opposed to superficial infections.

Following discussions with the FDA, the company now under-
standsthat it will need to complete asingle Phase Il trial under a
Specia Protocol Assessment. A decision on the trial protocol is
expected in two-to-three monthstime. Onefeaturethat islikely is
that thetrial will have atreatment period greater than the 24 weeks
period used in trials to date. Thisis so the trial design can yield
conclusive outcome on complete cure rates for the treatment of
infected toe nails.

A response to Mayne's filing of aMarketing Authorisation Appli-
cation (MAA) SUBACAP with the UK's MHRA was met with
additional questions, delaying the previously targeted approval
date of mid-2012. The company may need to completefurther clinical
studies to answer the questions of the MHRA.

Richards' objective with the SUBACAP program isto develop a
definitive dossier suitable for partnering discussions.

Summary

Mayne Pharma has now returned to being a capital growth play.
Despite the anticipated negative impact of the recent US District
Court decision to apparently open the gates to generic competi-
tion to Maynes patented formulations of doxycycline, the com-
pany has substantial assets, resources and capabilities to build
revenues over thelonger term. The stock will be oneto watch very
closely under the leadership of its new CEO.

Mayne Pharmaiscapitalised at $48 million.

Bioshares recommendation: Speculative Buy ClassA
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Universal Biosensors Update

Universal Biosensors’ (UBI: $0.645 cents) share price keeps fall-
ing athough why that’s happening remains a mystery. The stock
hasfallen 50% over thelast year. The company’s lead product is a
glucose monitoring system, called the OneTouch Verio, whichis
being marketed globally by Johnson & Johnson.

UBI has areasonably comfortable cash balance of $15.7 million.
It’s net cash outflow for the 12 months to the end of March was
only $4.9 million. It’s net loss for CY2011 was $14.7 million al-
though that included depreciation and amortisation of assets. In
the March quarter, the company generated a positive cash flow of
$72,000, and recorded alossof $2.1 million.

CEO Paul Wright expects its glucose diagnostic business grow
well. In the last two quarters the company has been outside of its
‘interim costing period’, which means order quantities for its glu-
cose strips it makes for Lifescan (Johnson & Johnson) had in-
creased and the company can now charge amargin for its product
(as opposed to making the strips on an initial cost-recovery ba-
Sis).

The glucose test was only launched in the US in January and is
now available in all major western markets. Lifescan has a 27%
global market share of the glucose testing business and a 33%
share in the US. J& J’s Diabetes Care division increased revenue
by 13.2% in the March quarter.

UBI’s diabetes business segment is now profitable, delivering a
grossmarginof $1.7 millionin 2011. Thisincludes additional serv-
icework the company is conducting for Lifescan for next genera-
tion products.

Lifescan has also started its own manufacturing line in Scotland
to make the glucose strips. Whether UBI makes the strips or not,
it receives aservice fee of around USL cent per strip that Lifescan
sls. If UBI makesthe strips, it makes amanufacturing margin on
the strips. This service fee from strips sold increased by 116% in
the March quarter over the December quarter.

The company is progressing well with its second product, which
is a point-of-care diagnostic for titrating correct warfarin levels,
call the PT-INR test. Its partner Siemens Healthcare Diagnhostics
plans to launch the test in 2013. The company isin late stages of
development of this product.

UBI isalso developing adry strip immunoassay. If it can succeed
with this area, which is avery challenging extension of the tech-
nology, then it will significantly broaden the application of the
UBI diagnostic platform.

If the company’s share price continues to fall, it may become a
takeover target. UBI iscapitalised at $103 million.

Biosharesrecommendation: Speculative Buy ClassA

Pharmaxis Update

Pharmaxis (PXS: $1.18) isready to start selling its cystic fibrosis
drug, Bronchitol, into Europe. The company isalready marketing
to cydtic fibrosis specialists. It is using its own sales staff in the
UK, whereit currently has 22 people, and in Germany itisusing a
contract salesforce from Quintiles. The Quintilesteamwill effec-
tively havethe appearance of aPharmaxissalesor ‘market access’
team and will market only Bronchitol. Inthe UK, itssalesteamwill
also be marketing the lung function test Aridol.

The awareness of the drug is high according to CEO Alan
Robertson, with about 80% of clinicians expected to prescribethe
drug. Pharmaxiswill be making surethereispenetration acrossas
many clinicsas possibly and will focus on making surethedrugis
utilized correctly and optimally to ensure clinicians have positive
initial experienceswith the drug, which isvery important.

In Australia the company is still awaiting listing on the PBS, for
which it hasbeen recommended. Thedrug isaready proving very
effective. In one eight year girl with CF treated with Bronchitol,
her lung function improved from avery poor 41% to 75% follow-
ing treatment.

Last month Pharmaxis’ chairman Denis Hanley stepped down, af-
ter more than 10 years with the company. The transition was re-
flective of the company’s move from a technology development
group to a company with a cash flow generating business.

Vertex Phase Il Trial Results - Kalydeco and VX-809
Thisweek Vertex Pharmaceuticalsreleased some Phasell dataon
a combination of two of its drug compounds for the treatment of
cysticfibrosis. The Phase Il trial isinvestigating the combination
of Kalydeco, which was approved by the FDA in January this
year, and drug candidate V X-809.

The patient population the trial was addressing were patientswith
aparticular mutation of the CFTR gene, called the F508del muta-
tion. Cystic fibrosisis caused by a mutation in the gene that codes
for the CFTR protein. The Phase Il trial being run by Vertex is
investigating the combination of these therapies in people with
one or two copies of the F508del mutation.

The datareleased this week was from patients with two copies of
the F508del mutation. Thisaccountsfor about 50% of peoplewith
cystic fibrosis.

The interim results showed that in this arm, 46% of patients
achieved better than a 5% improvement in lung function (FEV 1),
and 30% achieved a better than 10% improvement in lung func-
tion.

By coincidence, these results are very similar to those published
for Pharmaxis’ Bronchitol for a Phase II study in 2008. In that two
week trial in 39 patients, 43% achieved more than a 5% improve-
ment in lung function and 33% achieved a better than 10% im-
provement. (The mean improvement inlung function (FEV 1) was
7%).

Cont’d over
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Bioshares Model Portfolio (11 May 2012) Portfolio Changes — 11 May 2012
Company Price Price added Date added

(current)  to portfolio IN:
Osprey Medical $0.40 $0.40 April 2012 No changes
QRxPharma $1.77 $1.66 October 2011
Mayne Pharma Group $0.320 $0.435 September 2011 OUT.
Soroe $0.91 $0.94 January 2011 Acrux has been removed following our recom-
Phylogica $0.049 $0.053 | September 2010 mendation to ‘Take Profits’.
Biota Holdings $0.85 $1.09 May 2010
Tissue Therapies $0.54 $0.21 January 2010
Atcor Medical $0.07 $0.10 October 2008
Bionomics $0.34 $0.42 December 2007
Cogstate $0.275 $0.13 November 2007
Sirtex Medical $6.10 $3.90 October 2007
Clinuvel Pharmaceuticals $1.76 $6.60 September 2007
Pharmaxis $1.18 $3.15 August 2007
Universal Biosensors $0.65 $1.23 June 2007
Alchemia $0.470 $0.67 May 2004
— PXS contd

Of interest was the way these results were presented. There was
no overall improvement valuein FEV 1 supplied, which isacom-
mon measure of efficacy of treatment of this disease.

The improvement noted above also included pooled data from
three different drug doses, which isnot away in which regulators
assess drug efficacy. No information was provided on the health
of the patients entering the trial. And on the primary measure of
reduction in sweat chloride levels, the result was not statistically
significant.

Vertex’s market capitalisation jumped by US$5 billion on the news.
However that reaction may be overzeal ous. Vertex will still need to
complete the Phase |1 study, and conduct two Phase 111 studies,
suggesting the drug combination will take at | east three more years
to get to market.

Kalydeco is approved for people with CF who have at least one
copy of the G551D mutation of the CFTR gene. This represents
around 4% of the those people with CF.

Pharmaxisis capitalised at $358 million.

Bioshares recommendation: Speculative Buy ClassA

Acrux Update

TheAcrux (ACR: $4.14) sharepricehashad avery solid run. Itis
now capitalized at $689 million. Thereisatransition occurringin
the company’s register, with AMP becoming a substantial share-
holder at 6.2%, Paradice Investment Management also substan-
tia at 6.3%, and its previoudly largest shareholder Allan Gray
Australian (formerly Orbis) reducing its stake now to 6.0%. We
recommend it’s a good time to take profits with this stock.

Bioshares recommendation: Take Profits

Alchemia Update
Alchemia’s (ACL: $0.47) fondaparinux sales (sold by Dr Reddy’s
Laboratoriesinthe USA) are believed to have been US$20 million
for the most recent quarter, according to Bloomberg. This trans-
|atesto an estimated profit sharefor Alchemiaof $28 million ayear.

Of interest wasthat Dr Reddy’s, while not providing specific sales
numbers for fondaparinux, stated that it expected expanded mar-
ket shareinthe USin coming quarters. Dr Reddy’s also stated that
it now has sufficient product to service both the retail and hospi-
tals sectors. There had previously been some question over its
manufacturing capacity for fondaparinux.

Alchemiaiscapitalised at $132 millionwith $17.2 millionin cash.
Revenues for Alchemia from fondaparinux are due to start this
month. However Alchemia needs to pay back development costs
of around $9 millionfirst. Thismeansthefirst significant payment
should bereceived in August, with $7 million expected per quarter
on current numbers.

There has been no update on the progress of spinning out
Alchemia’s oncology business. However market conditions have
deteriorated in the US, with Rib-X Pharmaceuticalspostponing its
IPO in the US, even after cutting its listing price by 50%. The
company stated market conditions as a reason for the postpone-
ment.

Biosharesrecommendation: Speculative Buy 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 commerciaisation. In this second group, which are
essentially 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

Stockswith exigting positive cash flows or closeto producing positive cash
flows.

Buy CMPis20% < Fair Value
Accumulate CMPis10% < Fair Vaue
Hold Vaue=CMP

Lighten CMPis10% > Fair Value
Sell CMPis20% > Fair Value

(CMP-Current Market Price)

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

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 several 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 external validation features.

Speculative Hold — Class A or B or C
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