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Bionomics Books Its First Profit

Drug discovery and devel opment company Bionomics (BNO:$0.58) has posted its first
profit since its foundation in 1996. The company recorded a profit of $3.2 million for
FY 2014, on the back of revenuesand other income of $27.5 million.

Thispositive changein Bionomics' financial result for FY 2014 was dueto the company
booking an upfront milestone payment of US$20 million from Merck, following thesign-
ing of aresearch collaboration and licensing deal in Junefor BNC375. A further US$486
million may be received in development related milestones, in addition to royalties, which
Bionomics CEO Deborah Rathjen described as "very solid, very meaty royalties'.

The company also received $7.6 million in refunds under the Commonwealth Govern-
ment'sR& D Tax Incentive scheme.

BNC375isacompound that has potential to treat arange of cognitiveimpairment condi-
tions, for example Alzheimer's disease. The molecule represents a novel approach to
treating cognitive impairment, which is one of the reasonsthat ostensibly drew Merck's
attention to it. Many of drugs that have been developed to treat Alzheimer's disease
have, for example, been designed to mitigate the effects of amyloid plague or ‘tangled' tau
proteins, but to date none of these have been successful.

In contrast, BNC375 acts on aspecific (the a pha:7) acetyl choline receptor (anion chan-
nel). BNC375 is neither an antagonist (blocker) nor an agonist (activator). Instead it
simply amplifiesthe natural agonistswhich maintain vital signaling patternsinthebrain.
Bionomics produced pre-clinical datawhich showed that BNC375 increased cognitionin
scopolamine-induced, cognition-impaired rodents.

Inthese animal studies, BNC375 compared favourably to the drug donepezil (Aricept), a
drug approvedin thelate 1990'sfor the treatment of mild-to-moderate Alzheimer'sdis-
ease and mild cognitive impairment. The difference between BNC375 and donepezil is
that BNC375 has awide doserange (ranging from 0.1 to 10 mg kg) but equally important,
it does not desensitize the al pha-7 receptor. Aricept comesin 5mg, 10mg and 23mg dose
forms.

Prior to signing its research and collaboration deal with Bionomics, Merck separately
studied BNC375, both reproducing and extending Bionomics' studies. These studies
generated very strong interest by Merck in BNC375.

Cash Resources

We estimate Bionomicsnow has cash at hand of approximately $30 million. Thisgivesthe
company sufficient funds to comfortably support more than two years of activitiesat its
current burn rate of $11 million per annum.

Bionomics has accumul ated | osses of $70 million.
Cont'd over
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— Bionomics cont'd

Main Implication of the Merck Deal

Themainimplication of the BNC375 deal isthat itisthefirst trans-
action inthe company's history to reduce its dependence on share-
holders for capital to fund drug discovery and development pro-
grams. In our view, thereisamore than reasonable likelihood that
the next few milestone paymentswill comethrough, further con-
solidating Bionomics' cash position.

While the detail of any future milestone paymentsis not known,
convention suggests that they could be connected to events such
asan IND filingwiththe USFDA, theinitiation of Phasel, Phase
I1, and Phasel11 trias, the submission of aNew Drug Application
with the FDA and finally the approval of the drug candidate by the
FDA.

The company should be well positioned to cushion the effects of
actual or potential setbacks from its other programs, including
with its cancer drug BNC105, which hasstruggledin clinicdl trials
to date, although the company believesthat it demonstrated posi-
tive activity in subsets of patientsin the Phase Il kidney cancer
trid.

Oneout-licensed program, the anxiety drug BNC210/IW-2143, has
from our point of view been a cause for concern, dueto the very
low level of visibility into the program, which ismanaged by part-
ner Ironwood Pharmaceuticals. It isworth noting that Ironwood
makes no mention of IW-2143initsR& D pipelinetable as posted
on its website.

Bionomics announced in December 2012 that I ronwood had com-
menced aPhase| trial of BNC210/I\W-2143 in December 2012, 20
months ago.

The absence of milestones payments could be a sign that the
program has struck difficulties. However, CEO Rathjen indicated
that some new data relating to the program would become avail-
able at the Neurosciences 2014 meeting, to be held in Washing-
ton, DCin November.

Bionomics has continued to strengthen its 1P covering anxiolytic
compounds, filing acontinuation patent (2013202426) of Austral-
ian patent application 2007312936 in 2013, aswell as"A Crystal-
line Form of an Anxiolytic Compound" (2013204159).

Patents covering the crystal form of a compound are a stronger
form of composition of matter, specifying colour, shape, melting
point, density, hydroscopicity, solubility and dissolution rate as
well astheactual crystal structure of the pharmaceutical product.

Thusthelow visihbility relating to BNC210/IW-2143 may infact be
related to | P strengthening activities managed by Bionomics.

Other Partnering Events Ahead

Bionomics' cash position may aso be further strengthened this
year should it be successful in out-licensing either its BNC105
program (which werate as unlikely, given the unsatisfactory clini-
cal datayielded to date), its BNC164 program (which we rate as
highly likely) and the early stage BNC420 program, (which werate
aslikdy).

The BNC164 program, which isaso known asthe Kv1.3 program,
was originaly licensed to Merck Serono, a division of Merck
KGaA, but was handed back in June 2012 because of around of
corporate restructuring which took place prior.

Although BNC164 had not entered into clinical development, sig-
nificant fundswereinvested in the program. Bionomics has now
extended therange of potential licenseesto include eye drug com-
panies aswell as auto-immune companies.

TheBNC420 programisaproduct of Bionomics' involvement with
the Cancer Therapeutics CRC. Thiscompound inhibitsand is se-
lectivefor the VEGFR3 receptor. The opportunity with thedrugis
that it worksto stop the development of tumoursin thelymphatic
system and has the potential to treat melanoma and triple-nega-
tive breast cancer, according to Bionomics.

Bionomicsiscapitalised at $242 million.
Bioshares recommendation: SpeculativeHold Class A

An updated version of the Bionomics Pipeline, as published in
November 2013 in Bioshares 531 can be found on the next page
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Bionomics' Pipeline - An Update of Tables Presented in Bioshares 531 [November 2013]

BNC-105

BNC-210/1w-2143

BNC-101

BNC-375

Pain Drug Discovery
Program

BNC-164

BNC-420 [BL-011246]

Description

Small molecule cancer
compound; vascular
disruption agent; tubulin
inihibitor

Small molecule anti-anxiety
agonist GABA-a receptor,
with features superior to
benzodiazapene drugs e.g.
Valium

Humanised IgG monoclonal
antibody targeting LGR-5, a
marker of adult stem cells

A small molecule type 1
positive allosteric modulator
of a-7 NnAChR

BNOs newest program was
announced as a license
and option agreement with
Merck in July

Small molecule targeting
Kv1.3 ion channel;
applicable to multiple
sclerosis and auto-immune
conditions

Aselective inhibitor of
VEGFR3 that supresses
both primary tumor
growth and lymph node
metastasis

Mech. of action improves
selectivity of drug and
increases signalling without
loss of effect

BNO may receive up to
US$172 M in fees and
milestone payments (as
well as royalties)

Target indication is chronic
and neuropathic pain e.g.
shingles, postherpetic
neuralgia, diabetic
neuropathy and fibromyalgia|

Program was handed back
by Serono in June 2012 due
to corporate restructuring

The asset is licensed
from the Cancer
Therapeutics CRC

Objective is to develop an
oral drug which can improve
memory function and
cognition (relevant to
schizophrenia)

Is complementary to
PD1 inhibitors and other
immune targeted cancer
therapies

Status - Nov 2013

Phase Il renal cancer trial
now fully recruited (139 pts);
in comb. with Affinitor

BNC-210 was partnered
with Ironwood
Pharmaceuticals in Jan
2012 for total deal value of
US$345 M plus royalties

Program was obtained
through acq. of Eclipse
Therapeutics in Sept 2012
for $10 M in BNO scrip

BNC-375 continues in pre-
clinical development

This program is at a very
early stage

Focus has now shifted to
psoriasis

Also in Phase I/Il comb.
Study with Carboplatin and
Gemcitabine in Ovarian
cancer (134 pts)

US$3 M was paid up front,
with US$1 M paid since
then; US$2 M could be paid
as drug moves through
Phase |

Program is ‘going very well
in all sorts of areas’

Program is inspired by pain
drugs that originate as
treatment for other CNS
conditions e.g. Lyrica which
was an improved version of
the epilepsy drug
Gabapentin. It is worth
noting that Lyrica comes
with a label warning
concerning suicidal
behaviour

BNO is 'very pleased with
level of engagement with
Ironwood'

Filed pre-IND submission
with FDA in Oct

Lyrica comes off patent in
the USin 2018

Ironwood has submitted an
IND for IW-2143 and
commenced a Phase | trial
in December 2012

Gained feedback 2 months
ahead of schedule

Next Milestone

Goal is to partner BNC-105
in 2014, once trial data is
available

Initiation of Phase Il studies

Complete enabling tox
studies and submit IND

Positioned for partnering on
2014; BNO is also building
a data package covering
manufacturing and IND
enabling studies

Time frame for a yield from
the discovery program is
two years

Goal is to partner BNC-164
in 2014

Asset now much more
advanced in terms as a
partnerable asset,
benefiting from investment
made by Serono

UPDATED Status - August 2014

Phase Il renal cancer trial
results released in March
2014 showed no difference
in PFS between treatment
arm and control arm

Company has little to say
about this program while it
is in the hands of partner
Ironwood

Has completed IND
enabling studies, including
toxicology studies

Signed world-license
agreement with Merck in
June 2014, for up to
US$506 M in milestone
payments, for the treatment
of cognitive impairments

Expanded data package;
indication potential
extended to opthalmology

Now an outlicensing
prospect

BNO says market
hasmisunderstood data,
that "BNC105 combination
treated benefited patients
with more advanced
disease”

Expects some new data to
be available around the time
of the Neuroscience 2015

Targeting IND filing and
Phase | trials in 2015

Booked initial MSP of
US$20 M in FY2014
accounts

Aim is still to partner this
asset this year

Phase | ovarian cancer trial
has had 12/15 pts complete
6 cycles of combo therapy;
dose for Phase Il trial now
determined
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Phase Il Trial Start in Hot NASH

Immuron (IMC: $0.007) hasavery large commercia opportunity
for itsimmunotherapy product in development for the treatment
of NASH (non-alcoholic steatohepatitis). Immuronisworking to
gstart aPhasell trial of IMM-124E, inafield that hasrelatively few
players and one that has seen some very strong commercia and
investor interest.

NASH (non-alcoholic steatohepatitis)
NASH isaliver diseasethat is caused by ahigh fat and sedentary
lifestyle. What isdriving theinterest in this spaceisthat between
4%-5% of the population have this disease.

NASH can betreated at an early stage with diet and exercise, but
if it progresses, it canlead to fibrosisand cirrhosis of theliver and
liver cancer. NASH isthe second leading cause of primary liver
cancer.

By 2025, 25 million Americansare expected to have NASH accord-
ing to the Center for Disease Control. Thiscompareswith 29 mil-
lion Americanswho had diabetesin 2012. It isbecoming amajor
health issue for which there are no treatments. This is what is
driving thecommercial interest in this space.

Immuron’s Approach

Immuron hasacommercia product onthemarket called Travelan.
Travelan is a powder derived from the colostrum of cows that
have been immunized against enterotoxigenic E.coli bacteria
(ETEC). Colostrumisthefirst milk mammalsgivetotheir offspring.
Asaresult, Immuron’ scolostrum contains antibodiesagainst ETEC
and the product is used to prophylactically protect against
travelers diarrhea

E.coli isagram negative bacteriathat isrich in cell surface anti-
gens, called lipopolysaccharides (L PSfor short), whichisasoan
endotoxin. These LPS are present not only onE.coli bacteria, but
are endotoxins present on all gram negative bacteria. These LPS
driveinflammationin the gut, whichleadsto leaky gut syndrome,
and contributetoinflammation intheliver, whichisacoredriver of
NASH.

The reason why Immuron’ s antibody approach may be effective
intreating NASH isthat the antibodies recognise alarge range of
L PS antigens on gram negative bacteriain the gut that contribute
to this inflammatory-based disease. Immuron will be trialing a
stronger dose of Travelan, called IMM-124E.

Immuron CEO AmosMeltzer said that LPSdrives chronicinflam-
mation, and that inflammation causes and maintains NASH. By
continually removing the inflammatory agents L PS with the bo-
vine colostrum derived IMM-124E, theinflammatory |oad on the
liver should be reduced allowing theliver to have abetter chance
torepair itself, believesMdltzer.

Immuron’s Phase Il trial Delay

Immuron’s Phase |1 trial in NASH is about three years behind
schedule. The company first submitted its IND with the FDA in
November 2011 and that trial was cleared to start in January 2012.
However, the company then indicated that thetrial would not start

Space Key Driver For Immuron

until sufficient funds had been raised, with a Phase |1 trial ex-
pected to cost approximately $5.0 million.

In February this year, the company finaly raised the funds to
conduct thetrial, with $9.66 million raised before costs. Immuron
isnow preparing for the commencement of thistrial, which Metzer
said ison track to start in the fourth quarter of thisyear.

The very strong market interest in Intercept Pharmaceuticalsin
January thisyear (see below) hasvery likely driven theincreased
investor interest in Immuron.

Thestepsinvolved in preparing for theclinical tria include com-
pletion of CMC processes, appointment of CROs, monitors and
data management groups, and gaining hospital ethics approval.
Meéltzer said the company would update the market as these steps
arecompleted.

Phase Il Trial Design

The Phase |1 trial will recruit around 120 patients across 12-13
centres (an expected fivein Australia, seveninthe US and possi-
bly one in Isragl). The patients will be equally divided into the
control and two activearms. Thetreatment armswill involvethe
same product as Travelan (600mg aday) but at dosesthreeand six
times greater respectively (1800mg aday and 3600mg aday).

All patients entering the study will have been diagnosed with
biopsy-confirmed NASH in the last 12 months. Meltzer said that
the centresinvolved inthetrial typically managelarge numbers of
NASH patients although not all of these patients are expected to
beeligibleto participateinthetrial.

Recruitment is expected to be compl eted within one year, with an
aggressivetarget for completion of recruitment by the end of July
2015. Patientswill betreated for six months. Therewill benoin-
terim resultswith thetrial being blinded.

The primary outcome measuresfor thetrial will be changesinthe
liver enzyme ALT, which increase when the liver is stressed, and
liver fat levels, as measured through MRI. All of the MRI images
will be assessed and coordinated (not conducted) through a cen-
tral facility, which will include procedures for imaging patients.

Secondary measureswill include metabolic markers such ascho-
lesterol levels and HbA 1c levels. Changesin immunological re-
sponses, which will reflect inflammation activity, will also bemeas-
ured by cytokine levels and regulatory T-cells.

The Principal Investigator of the study will be Professor Arun
Sanyal, who has been involved with many of the mgjor NASH
studies.

Phase I/l results in NASH

In 2010 Immuron reported results from small Phase l/llatria in
NASH. Patients were treated only for 30 days with 1,800mg per
day of IMM-124E.

Cont'd over
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— Immuron cont'd

The results showed atrend to improvement in liver function (as
mesasured by liver enzymes), animprovement ininsulin resistance,
and more than half of patients showed an improvement in inflam-
mation, as measured by regulatory T-cells.

Competitors in the NASH Space

In Bioshares 553, we provided a comprehensive table of the ad-
vanced groups devel oping atherapeutic for thetreatment of NASH.
There are 11 companies at last count with clinical programsin
NASH and/or the earlier stage non alcoholic fatty liver disease.
The three approaches to treating NASH are with modified bile
acids (Shire/Lumena, Intercept), anti-inflammatory agents (includ-
ing Immuron) and anti-fibroticsfor later stage disease.

In May thisyear, Shire Pharmaceuticals paid an upfront US$260
million plus undisclosed milestone paymentsto acquire Lumena
Pharmaceuticals. Lumenawas dueto raise US$75 million and list
on the Nasdag. Lumenawas about to start aPhasel| trial in NASH
aswell ashaving aPhasell programinarareliver disease.

Intercept Pharmaceuticals has seen itsmarket value increase from
US$1.5 billion in January, to now US$6.1 hillion following there-
lease of positive Phase 1 trial datain NASH. That trial followed
283 patientswith NASH and was conducted by the National Insti-
tute of Diabetes and Digestive and Kidney Diseases.

On the primary endpoint of a more than atwo point decreasein
NAS(NAFLD activity score), Intercept’ sOCA compound achieved
at statistically significant improvement in 46% of patients, com-
pared to a 21% improvement in the placebo arm. But what was
particularly impressivewas animprovement in fibrosisof theliver
in one third of patients receiving OCA, with a result that was
statistically significant (p=0.01) and in atrial that wasnot powered
to achieve statistical significance on this measure. It isthe first
timethat fibrosis hasbeen improved in ameaningful proportion of
NASH patients according to the company. Intercept plansto start
aPhaselll study inthefirst half of 2015.

One product of interest to investorsin Immuron is the antibiotic
Xifaxan, whichissold by Salix Pharmaceuticals. Thisproduct re-
ceived FDA approval in March 2010 and last year generated sales
of US$645 million. Xifaxan has some similaritieswith Immuron’s
product inthat it isapproved to treat travelers' diarrhea caused by
E.coli (Immuron’s Travelan is approved to prevent travelers

diarrheafrom E.coli infection). It also specifically targetsarange
of bacteriain the gut to treat hepatic encephal opathy asaresult of
toxin overload of theliver stemming from bacteriabuild upinthe
gut; Immuron isdevel oping IMM-124E to prevent endotoxinsfrom
bacteriain the gut (specificaly LPS) fromincreasing theinflamma:
tory load on theliver.

Phase Il Trial in ASH Due to Commence

In 2012, Professor Arjun Sanyal received an NIH grant to conduct
aPhasell trial in ASH (alcoholic steatohepatitis). Inthat trial pa-
tientswill betreated with Immuron’ s hyperimmune colostrum thera-
peutic over 30 days. Thistria is being coordinated by Professor
Sanyal. Thetrial gained FDA approval to commencein November
last year but has yet to start recruiting.

Escalating Sales of Travelan

In June last year, Immuron changed its sales approach for its
travelers diarrheaprevention product Travelanin Australia. Rather
than salling to Takedain Australia, Immuron now sellsthe product
direct to wholesalers. This has seen salesincrease from $150,000
inFY2013to $1 millionlast financial year.

In Australia, Immuronisselling Travelaninto around 3,500 phar-
maciesand istargeting an estimated more than 200 travel clinicsin
Australia. The product is used by tourists and business people
traveling to countries such as Thailand, Indonesia and India to
prevent travelers' diarrhea, or what ismoreoften referred to as Bdli
Belly or Dehli Belly. Immuron has also entered into a co-promo-
tional arrangement with the largest chemist chain in Australia,
Chemist Warehouse.

The product was recently launched by Paladin labs in Canada.
Over this financia year, Méltzer is aming to have the product
enter at least two of thefollowing large markets: US, China, Rus-
siaor India

Summary

Immuron hasaproduct that is directed towards avery large com-
mercial market opportunity. Thisis a market where there are no
approved therapies, and one where there a limited competitors
from compounds undergoing clinical evaluation.

The commencement of the Phasell trial thisyear, and the comple-
tion of recruitment into that trial in 2015 will be major driversfor
the stock. Continued growth in Travelan sales and entry into new
and large marketswill a so be more moderate driversfor the stock.

Immuroniscapitalised at $21 million.

One outstanding issue that is arguably adrag on the stock isthe
number of sharesthe company has outstanding: 3 billion. A 100:1
share consolidation could be move that would open the stock up
to institutional investors among others.

Bioshares recommendation: SpeculativeHold ClassB (Revisit on
commencement of Phasel | trial)
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Bioshares Model Portfolio (22 August 2014)
Company Price Price added Date added

(current) to portfolio

LBT Innovations $0.120 $0.130 July 14
pSivida $4.830 $3.800 May 14
Invion $0.079 $0.089 February 14
Impedimed $0.325 $0.245 December 13
Analytica $0.035 $0.025 December 13
Imugene $0.017 $0.022 November 13
Oncosil Medical $0.120 $0.155 September 13
IDT Australia $0.260 $0.260 August 13
Viralytics $0.275 $0.300 August 13
Tissue Therapies $0.355 $0.255 March 2013
Somnomed $1.88 $0.94 January 2011
Cogstate $0.280 $0.13 November 2007

Portfolio Changes — 22 August 2014

IN:
No changes

OUT:
No changes

COT to Re-list as The Biofusionary Corporation

Continuation Investments (COT: $0.12) is to be renamed The
Biofusionary Corporation on completion of itsacquisition of The
Biofusionary Corporation Inc through the acquisition of 100 mil-
lion shares.

Bell Potter has been appointed to manage acapital raising for the
re-badged entity. Continuation Investments held cash assets of
$1.5 million in July and had 19.86 million shares on issue. The
company is seeking $5 million, through the issue of 25 million
sharesat 20 cents. Therefore, the company'sindicative capitalisa-
tion at that offer priceis$29 million.

The Biofusionary Corporation has devel oped a suite of non-inva
sivemedical productswhich use high frequency electromagnetic
induction (alternating magnetic fields) to tighten skin and tissue
through the application of heat.

In contrast to heat based technologies, such aslasers, which de-
liver heat perpendicular to the skin, The Biofusionary Corpora
tion's Bebe generates heat internally, parallel to the surface. Ac-
cording to the company, thisresultsin uniform heating, no tissue
damage, stronger tightening and stronger sealing.

The company believesthat tightening takes place because as col-
lagen and other proteinsin the skin are heated they become more
fluid. Then asthey cool, they re-associate and entangle again and
in so doing pull together and tighten the skin's surface.

TBC has also developed a novel proprietary adhesive which is
activated by electromagnetic induction, with potential for usein
surgical tissue and wound closure.

The Biofusionary Corporation's lead product, the Bebe System,
was cleared by the FDA in March 2014. It is indicated for the
generation of "deep heat within body tissues for the treatment of
medical conditions such astherelief of pain, muscle spasmsand
joint contractures, but not for the treatment of malignancies’.

The company' first commercial destination isin the dermal aes-
thetics market in the USA, with entry timed for later this year,
followed by RoW launchesin 2015. This market is essentidly a

user pays market, which meansthat revenues can be gained sooner
in contrast to reimbursement controlled markets.

However, perhapstheinteresting longer term opportunity for the
TBC technology iswith muscle and tissue manipulation for treat-
ing faecal and urinary incontinence, including pelvic floor treat-
ment.

Continuation Investments has invested $300,000 in TBC Inc to
alow it to initiate manufacture of Biofusionary Bebe units at a
manufacturing facility in Colorado.

Summary

The Biofusionary Corporation's technology could be the basis of
arange of productsthat deliver noticeableimprovementsfor cus-
tomers seeking skin tightening for aesthetic purposes, including
less pain and cosmetic disfigurations. The drive first into non-
reimbursed settingsis a positive, and earlier sales successes will
provide validation of the longer term potential for the technology.

Bioshares recommendation: Pending Completion of Capital Raise
and Re-quotation of Securities
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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

Analytica

Corporate Subscribers: Cogstate, Bionomics, Impedimed, QRxPharma, LBT Innovations, Tissue Therapies, Viraytics,
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