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Oncosil (OSL)

US Program Accelerates

Breakthrough Designation Reduces Risk Profile

The FDA has granted Oncosil breakthrough device designation for the treatment of
unresectable, locally advanced pancreatic cancer in combination with systemic
chemotherapy. The announcement comes as a welcome surprise and will materially
accelerate the path to US revenues.

Breakthrough designation is not common, however, the benefits are significant. The
company will have priority access to FDA consultants during the design of the clinical
trial as well as expedited meetings (with the FDA) and a range of concession in order
to fast track the approval process. Oncosil will still be required to conduct a clinical
trial in the US, but there is now potential for an accelerated approval based on a
review of interim data. We estimate the trial may require between 100 and 200
participants and commence in CY2021. We understand the breakthrough designation
was based on a dossier of largely the same data submitted to the European
regulators.

The addressable market in the US is large. There are approximately 48,000 new
cases annually of which we estimate ~42% (20,000 patients) are unresectable, locally
advanced. The Oncosil device, if approved, will be the first innovation in the treatment
of this disease since 2013. Elsewhere the company awaits the CE Mark for Europe.
The short term impact of the COVID19 crises has made it impractical to launch the
product and therefore we expect a launch will be delated until 2H CY2020.

Retain Buy (Speculative) Valuation Raised to $0.38

In our view the awarding of breakthrough designation together with the clinical data
from PanCo significantly increases the likelihood of a US approval. For these reasons
we have lowered the risk rating attached to future US revenues. Accordingly the
valuation which is based on a DCF is increased to $0.38 from $0.30 and we maintain
our Buy (Speculative) recommendation. There are modest changes to earnings
associated with a delay to the product launch in Europe and incorporation of expected
clinical trial costs.

Earnings Forecast

June Year End FY19 FY20e FY21le FY22e
$0.30
Revenues 3.6 3.6 6.7 11.8
$0.25 EBITDA $m -8.7 -7.9 -16.5 -14.8
$0.20 NPAT (underlying) $m -8.5 7.7 -16.4 -14.7
$0.15 ppr —— NPAT (reported) $m -8.5 -1.7 -16.4 -14.7
EPS underlying (cps) -1.4 -1.2 -2.0 -1.8
$0.10 b EPS growth % nm 9% 61% -11%
$0.05 v PER (x) nm nm nm nm
$0.00 . . . . FCF yield (%) nm nm nm nm
Mar 18 Sep18 Mar19 Sep19 EV/EBITDA (x) nm nm nm nm
em—(QSL === S&P 300 Rebased Dividend (cps)
Franking 0% 0% 0% 0%
Yield % 0.0% 0.0% 0.0% 0.0%
ROE % -81.6% -266.0% -45.3% -67.6%
SOURCE: IRESS SOURCE: BELL POTTER SECURITIES ESTIMATES
BELL POTTER SECURITIES LIMITED DISCLAIMER:

ACN 25006390 7721
AFSL 243480
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Breakthrough Designation

OSL has announced that the FDA has granted Oncosil breakthrough device designation
for the treatment of unresectable, locally advanced pancreatic cancer in combination with
systemic chemotherapy.

The granting of this designation is infrequent for new drugs and devices. In 2019, 26
drugs were given Breakthrough Designation and of these 12 were supplements for new
indications of already approved drugs. Of the 14 new drugs, nine were for oncology
indications. The data for devices is not available.

Oncosil’s regulatory body within the FDA is the Center for Device and Radioloical Health
(rather than the larger and more widely known CDER which handles all new and generic
drug registrations). All the advantages for breakthrough designation via the more familiar
CDER also apply for devices. The key requirement for breakthrough designation is that
the device provides a more effective treatment for a life threatening disease and its use
must be in the best interest of patients (i.e. benefits outweigh the risks).

The announcement comes as somewhat of a surprise as previous statements from the
company had concentrated on entry to the US market via a humanitarian device exemption
for bile duct cancer.

The breakthrough designation is significant for the several reasons:

The FDA has now clearly conducted a detailed review of the data from Oncosil’s clinical
trial for the treatment of unresectable pancreatic cancer conducted in the UK and Australia
(the PanCo study). Between this trial and the special access scheme in Australia, there
are dozens of patients that have now received the therapy.

The key data from PanCo was presented at ASCO in June 2019. The highlights were:

e Interim median survival of 16 months in the per protocol group vs approximately
11 months in the standard of care;

e 1 year survival of 64% vs 50% on SOC; and
e Improved resection rates which lead to potentially curative surgery; and
e There were no serious safety concerns.

OSL will now follow the pre market approval (PMA) pathway in the US for the treatment of
pancreatic cancer. No surprise here as Oncosil is a class Il medical device which requires
data from a randomised trial. The first indication is locally advanced unresectable
pancreatic cancer.

The PMA will require most likely one large pivotal study with between 100 to 200 patients.
Normally there is a 12 month review period for a PMA.

The major advantage of the Breakthrough designation being that there is potential for an
accelerated approval based on an interim review of the data and an interim clinical
endpoint (progression free survival is commonly used in oncology). The company alludes
to this with the reference to the gathering of some data in the post market setting.
Numerous drugs have come to market in recent years on the same basis, most notably
Merck’s blockbuster pembrolizumab (keytruda).

The other benefits of the breakthrough device program (BDP) are pragmatic. The BDP
offers manufacturers an opportunity to interact with the FDA's experts during the design of
the clinical trial as well as at every other stage of the program and data submission
process.  This interaction could potentially expedite the commencement of a clinical
program by up to six months. The best case scenario being that OSL may be in a position
to start a pivotal study in early CY2021.
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Separately, OSL will continue with the Humanitarian Device Exemption program for bile
duct cancer.

OSL still awaits the CE Mark for Europe, however, the COVID-19 crisis will inevitably delay
the launch in Europe for several months as the company reps won’t have access to
hospitals for training and accreditation. In the interim OSL now has ample time to
concentrate on its now dual pathway for the US while conserving capital in preparation for
a product launch Europe later this calendar year. Once the CE Mark is obtained the
company will also pursue registrations in Australia, Singapore, Japan and numerous
individual markets in Europe.

As at 31 December the company had cash and receivables of ~$8m with a cash burn
(before the R&D refund) of $2.5m, hence there is sufficient cash for several months. A
large clinical trial is likely to require further equity, however, we have now pushed back the
timing of the raise into FY21. Ideally OSL will generate cash from sales in Australia and
Europe to assist with the funding of the US study.

Other changes to earnings include a delay in revenues from Europe and we have adjusted
the R&D cost for a US clinical trial. The final cost of the trial is yet to be determined. The
financial model assumes US$30K per dose in the US commencing from FY24. Both these
assumptions are conservative with the potential for an accelerated approval as outlined

above.
Figure 1 - summary of earnings changes
2020 2021 2022

New Old % change New Old % change New Old % change
Revenues 3.6 3.6 0.0% 6.7 6.5 4% 11.8 11.3 4%
EBITDA -7.9 -13.6 42.3% -16.5 -18.7 12% -14.8 -22.6 35%
NPAT -7.7 -13.5 42.6% -16.4 -18.6 12% -14.7 -22.4 35%
EPS -1.2 -1.6 22.5% -2.0 -2.3 13% -1.8 -2.7 34%

SOURCE: COMPANY DATA AND BELL POTTER SECURITIES ESTIMATES

In our view the awarding of breakthrough designation together with the clinical data from
PanCo significantly increases the liklihood of a US approval. For these reasons we have
also lowered the risk rating attached to future US revenues. Accordingly the valuation
which is based on a DCF is increased to $0.38 from $0.30 and we maintain our Buy
(Speculative) recommendation.

BELL POTTER Page 3



Oncosil (OSL)

19 March 2020

Oncosil Limited

Oncosil Limited is a single product medical device company. Oncosil is a first in class intra-
tumoral brachytherapy device seeking approval for the treatment of inoperable, locally
advanced pancreatic cancer.

The initial target market for OncoSil™ is in pancreatic cancer where there remains a high
unmet clinical need. It is estimated that each year there are more than new 85,000 cases
in Europe and 46,000 new cases in the US. Five year survival is less than 1 in 20. The
company also has aspirations to develop Oncosil for Primary Liver Cancer.

The company completed the PanCo study in 2019 and is currently seeking a CE Mark to
commence commercialisation in Europe. The US FDA granted an Investigational Device
Exemption (IDE) in August 2016 and as well as breakthrough designation. The trial design
for a US approval study is yet to be discussed with the FDA. The company will be required
to conduct at least 1 large pivotal study in the US in order to gain approval.

KEY RISKS

Emerging therapy — Medical science continues to evolve and new therapies are
constantly emerging. The oncology field attracts more R&D investment than most and
consequently there are many new drugs in the pipeline.  Despite this, based on our
enquiries there are no late stage drugs in development for the treatment of Pancreatic
Cancer. Clinical trials frequently produce good result at the phase Il stage of development,
however, these often fail to repeat in broader populations across multiple treatment
centres. While the threat of an emerging therapy is constant, it is not imminent.

Medical Community is slow to adopt new therapy — Especially where the treatment is
not supported by evidence from a large randomised controlled study. Consequently, our
assumptions relating to adoption rates may overestimate potential revenues. Oncosil
faces the additional challenge that it is the first brachytherapy for the treatment of
pancreatic cancer.

Funding — Oncosil is likely to require further equity in order to complete the clinical
program.

Clinical Risk — OSL has an investigational device exemption in the US for pancreatic
cancer. Success in the clinic is required in order for the product to be marketed in the US.
There is no guarantee that results from previous studies will be repeated in a broader, multi
centre trial.

Other commercial risks - The validity of patents which protect the future income stream
from OncoSil are yet to be tested. In addition, normal commercial risk relating to reliance
on suppliers also apply. Oncosil Medical Ltd does not manufacture the Oncosil product and
is entirely depended on a small number of hi-tech manufacturers for supply to its customer
base. OncoSil is a highly toxic material. Its manufacture, storage, transport and use are
each subject to regulatory requirements. OncoSil relies on various external parties to
manage these risks in the normal course of their business.

BELL POTTER
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Buy, Speculative

ble 1 - Financial summary

Profit & Loss (A$i FY20e FY2le FY22e Last sale 18/03/2020 0.120

Year Ending June Recommendation Buy (Spec)

Dose sales (units) - - - 205 490 Issued Capital 630.7

Net revenue from product sales - - 0.6 3.7 6.8 Market Cap 75.7

COGSs - - - 0.1 -0.7 -1.4

Gross profit - - 0.5 3.0 54 Valuation Ratios (A$m) FY18 FY19 FY20e FY2le FY22e

GP margin 80% 80% Reported EPS (cps) -17 -14 -1.2 -2.0 -1.8

R&D incentive/Upfront receipts 4.4 3.6 3.0 3.0 5.0 Normalised EPS (cps) -1.7 -1.4 -1.2 -2.0 -1.8

Total revenues 4.4 3.6 3.6 6.7 11.8 EPS grow th (%) -11% nm -9% 61% -0.1

Other expenses -5.8 -5.6 -4.0 -10.0 -12.0 PE(x) nm nm nm nm nm

Other expenses -13.1 -6.7 -7.3 -12.5 -13.2 EV/EBITDA (x) -7.9 nm nm nm nm

EBITDA -8.7 -8.7 -7.9 -16.5 -14.8 EV/EBIT (x) -7.9 nm nm nm nm

Depreciation 0.0 0.0 0.0 0.0 0.0

Amortisation 0.0 0.0 0.0 0.0 0.0 NTA (cps) 29 1.7 0.5 4.4 2.6

EBIT -8.7 -8.7 -7.8 -16.5 -14.8 PINTA (x) 0.0 0.1 0.3 0.0 0.0
Book Value (cps) 2.9 1.7 0.5 4.4 2.6

Sundry income 0.2 0.2 0.1 0.1 0.1 Price/Book (x) 0.0 0.1 0.3 0.0 0.0

Pre tax profit -8.6 -8.5 -7.7 -16.4 -14.7

Tax expense - - - - - DPS (cps) - - - - -

NPAT- normalised -8.6 -8.5 -7.7 -16.4 -14.7 Payout ratio % 0% 0% 0% 0% 0%

Net abnormal items - - - - - Dividend Yield % 0.0% 0.0% 0.0% 0.0% 0.0%

Reported NPAT -8.6 -8.5 -7.7 -16.4 -14.7 Franking % 150% 0% 0% 0% 0%
FCF yield % -1127% -1007% -924% -1400% -1540%

Cashflow (A$m) FY18 FY19 FY20e FY2le FY22e

Gross cashflow -85 -7.7 -7.0 -13.9 -15.3

Net interest 0.1 0.2 0.1 0.1 0.1 Net debt/Equity 0% 0% 0% 0% 0%

Tax paid 0.0 0.0 0.0 0.0 0.0 Net debt/Assets 0% 0% 0% 0% 0%

Operating cash flow -8.4 -7.5 -6.9 -13.8 -15.2 Gearing netcash netcash netcash netcash  netcash

Maintenance capex 0.0 0.0 0.0 0.0 0.0 Net debt/EBITDA (X) n/a n/a n/a n/a n/a

Capitalised clinical trial spend 0.0 0.0 0.0 0.0 0.0 Interest cover (x) n/a n/a n/a nla nfa

Free cash flow -8.4 -7.5 -6.9 -13.8 -15.2

Business acquistions 0.0 0.0 0.0 0.0 0.0 Dose sales (Units) FY20e FY2le FY22e

Proceeds fromissuance 15.6 0.0 0.0 50.0 0.0 Europe - 175 400

Movement in investments 0.0 0.0 0.0 0.0 0.0 USA - - -

Dividends paid 0.0 0.0 0.0 0.0 0.0 Australia/Asia Pacific - 30 90

Change in cash held 7.1 (7.5) (6.9) 36.2 (15.2) Total dose sales - 205 490

Cash at beginning of period 8.0 15.2 7.7 0.7 36.9

Cash at year end 15.2 7.7 0.7 36.9 21.7

Balance Sheet (A$m) FY18 FY19 FY20e FY2le FY22e

Cash 15.2 7.7 0.7 36.9 217

Receivables 45 3.8 3.0 0.4 0.9

Short term investments - - - - -

Other current assets 0.1 0.1 0.1 0.1 0.1

Property, Plant and Equipment 0.1 0.1 0.1 0.1 0.2

Total assets 19.9 11.7 4.0 37.5 22.9

Trade payables 1.6 0.8 0.8 0.8 0.8

Other provisions 0.1 0.2 0.2 0.2 0.3

Total Liabilities 1.7 1.0 1.0 1.0 1.0

Net Assets 18.2 10.7 3.0 36.5 21.8

Share capital 52.3 52.3 52.3 102.3 102.3

Retained earnings (39.1) (47.6) (55.3) (71.8) (86.4)

Reserves 5.0 6.0 6.0 6.0 6.0

Shareholders Equity 18.2 10.7 2.9 36.5 21.8

SOURCE: BELL POTTER SECURITIES ESTIMATES
—V
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The following may affect your legal rights. Important Disclaimer:

This document is a private communication to clients and is not intended for public circulation or for the use of any third party, without the prior approval of Bell Potter Securities
Limited. In the USA and the UK this research is only for institutional investors. It is not for release, publication or distribution in whole or in part to any persons in the two specified
countries. In Hong Kong, this research is being distributed by Bell Potter Securities (HK) Limited which is licensed and regulated by the Securities and Futures Commission,
Hong Kong. In the United States, this research is issued and distributed by Bell Potter Securities (US) LLC which is a registered broker-dealer and member of FINRA. Any
person receiving this report from Bell Potter Securities (US) LLC and wishing to transact in any security described herein should do so with Bell Potter Securities (US) LLC. This
is general investment advice only and does not constitute personal advice to any person. Because this document has been prepared without consideration of any specific
client’s financial situation, particular needs and investment objectives (‘relevant personal circumstances’), a Bell Potter Securities Limited investment adviser (or the financial
services licensee, or the representative of such licensee, who has provided you with this report by arrangement with Bell Potter Securities Limited) should be made aware of
your relevant personal circumstances and consulted before any investment decision is made on the basis of this document. While this document is based on information from
sources which are considered reliable, Bell Potter Securities Limited has not verified independently the information contained in the document and Bell Potter Securities Limited
and its directors, employees and consultants do not represent, warrant or guarantee, expressly or impliedly, that the information contained in this document is complete or
accurate. Nor does Bell Potter Securities Limited accept any responsibility for updating any advice, views opinions, or recommendations contained in this document or for
correcting any error or omission which may become apparent after the document has been issued. Except insofar as liability under any statute cannot be excluded. Bell Potter
Securities Limited and its directors, employees and consultants do not accept any liability (whether arising in contract, in tort or negligence or otherwise) for any error or omission
in this document or for any resulting loss or damage (whether direct, indirect, consequential or otherwise) suffered by the recipient of this document or any other person.

Research Policies: For Bell Potter's Research Coverage Decision Making Process and Research Independence Policy, please refer to our company website:
https:/Aww.bellpotter.com.au/topnavigation/private-clients/stockbroking/research

Disclosure of interest: Bell Potter Securities Limited, its employees, consultants and its associates within the meaning of Chapter 7 of the Corporations Law may receive
commissions, underwriting and management fees from transactions involving securities referred to in this document (which its representatives may directly share) and may from
time to time hold interests in the securities referred to in this document.

Biotechnology Risk Warning:

The fact that the intellectual property base of a typical biotechnology company lies in science not generally regarded as accessible to the layman adds further to the riskiness
with which biotechnology investments ought to be regarded. Clinical and regulatory risks are inherent in biotechnology stocks. Biotechnology developers usually seek US FDA
approval for their technology which is a long and arduous three phase process to prove the safety, effectiveness and appropriate application or use of the developed drug and
even after approval a drug can be the subject of an FDA investigation of subsequently discovered possible links between the drug and other diseases not previously diagnosed.
Furthermore, the Australian exchange listed biotechnology sector is subject to influence by the global biotechnology sector, particularly that in the USA. Consequently,
Australian exchange listed biotechnology stocks can experience sharp movements, both upwards and downwards, in both valuations and share prices, as a result of a re-rating
of the sector both globally and in the USA, in particular. Investors are advised to be cognisant of these risks before buying such a stock.

ANALYST CERTIFICATION: Each research analyst primarily responsible for the content of this research report, in whole or in part, certifies that with respect to each security
or issuer that the analyst covered in this report: (1) all of the views expressed accurately reflect his or her personal views about those securities or issuers and were prepared in
an independent manner and (2) no part of his or her compensation was, is, or will be, directly or indirectly, related to the specific recommendations or views expressed by that
research analyst in the research report.

Page 6

BELL POTTER


https://www.bellpotter.com.au/topnavigation/private-clients/stockbroking/research

