Race Oncology Limited
(ASX: RAC)
Update
September 2017

WHO IS IIR?
Independent Investment Research, “IIR”, is an independent investment research house based in Australia and the United States. IIR specialises in the analysis of high quality commissioned research for
Brokers, Family Offices and Fund Managers. IIR distributes its research in Asia, United States and the Americas. IIR does not participate in any corporate or capital raising activity and therefore it does
not have any inherent bias that may result from research that is linked to any corporate/ capital raising activity.
IIR was established in 2004 under Aegis Equities Research Group of companies to provide investment research to a select group of retail and wholesale clients. Since March 2010, IIR (the Aegis Equities
business was sold to Morningstar) has operated independently from Aegis by former Aegis senior executives/shareholders to provide clients with unparalleled research that covers listed and unlisted
managed investments, listed companies, structured products, and IPOs.
IIR takes great pride in the quality and independence of our analysis, underpinned by high caliber staff and a transparent, proven and rigorous research methodology.

INDEPENDENCE OF RESEARCH ANALYSTS

Research analysts are not directly supervised by personnel from other areas of the Firm whose interests or functions may conflict with those of the research analysts. The evaluation and appraisal of research
analysts for purposes of career advancement, remuneration and promotion is structured so that non-research personnel do not exert inappropriate influence over analysts.
Supervision and reporting lines: Analysts who publish research reports are supervised by, and report to, Research Management. Research analysts do not report to, and are not supervised by, any sales
personnel nor do they have dealings with Sales personnel
Evaluation and remuneration: The remuneration of research analysts is determined on the basis of a number of factors, including quality, accuracy and value of research, productivity, experience, individual
reputation, and evaluations by investor clients.
INDEPENDENCE – ACTIVITIES OF ANALYSTS

IIR restricts research analysts from performing roles that could prejudice, or appear to prejudice, the independence of their research.
Pitches: Research analysts are not permitted to participate in sales pitches for corporate mandates on behalf of a Broker and are not permitted to prepare or review materials for those pitches. Pitch materials
by investor clients may not contain the promise of research coverage by IIR.
No promotion of issuers’ transactions: Research analysts may not be involved in promotional or marketing activities of an issuer of a relevant investment that would reasonably be construed as representing
the issuer. For this reason, analysts are not permitted to attend “road show” presentations by issuers that are corporate clients of the Firm relating to offerings of securities or any other investment banking
transaction from that our clients may undertake from time to time. Analysts may, however, observe road shows remotely, without asking questions, by video link or telephone in order to help ensure that they
have access to the same information as their investor clients.
Widely-attended conferences: Analysts are permitted to attend and speak at widely-attended conferences at which our firm has been invited to present our views. These widely-attended conferences may
include investor presentations by corporate clients of the Firm.
Other permitted activities: Analysts may be consulted by Firm sales personnel on matters such as market and industry trends, conditions and developments and the structuring, pricing and expected market
reception of securities offerings or other market operations. Analysts may also carry out preliminary due diligence and vetting of issuers that may be prospective research clients of ours.
INDUCEMENTS AND INAPPROPRIATE INFLUENCES

IIR prohibits research analysts from soliciting or receiving any inducement in respect of their publication of research and restricts certain communications between research analysts and personnel from other
business areas within the Firm including management, which might be perceived to result in inappropriate influence on analysts’ views.
Remuneration and other benefits: IIR procedures prohibit analysts from accepting any remuneration or other benefit from an issuer or any other party in respect of the publication of research and from offering
or accepting any inducement (including the selective disclosure by an issuer of material information not generally available) for the publication of favourable research. These restrictions do not preclude the
acceptance of reasonable hospitality in accordance with the Firm’s general policies on entertainment, gifts and corporate hospitality.
DISCLAIMER

This publication has been prepared by Independent Investment Research (Aust) Pty Limited trading as Independent Investment Research (“IIR”) (ABN 11 152 172 079), an corporate authorised representative of
Australian Financial Services Licensee (AFSL no. 410381. IIR has been commissioned to prepare this independent research report (the “Report”) and will receive fees for its preparation. Each company specified
in the Report (the “Participants”) has provided IIR with information about its current activities. While the information contained in this publication has been prepared with all reasonable care from sources that IIR
believes are reliable, no responsibility or liability is accepted by IIR for any errors, omissions or misstatements however caused. In the event that updated or additional information is issued by the “Participants”,
subsequent to this publication, IIR is under no obligation to provide further research unless commissioned to do so. Any opinions, forecasts or recommendations reflects the judgment and assumptions of IIR as
at the date of publication and may change without notice. IIR and each Participant in the Report, their officers, agents and employees exclude all liability whatsoever, in negligence or otherwise, for any loss
or damage relating to this document to the full extent permitted by law. This publication is not and should not be construed as, an offer to sell or the solicitation of an offer to purchase or subscribe for any
investment. Any opinion contained in the Report is unsolicited general information only. Neither IIR nor the Participants are aware that any recipient intends to rely on this Report or of the manner in which a
recipient intends to use it. In preparing our information, it is not possible to take into consideration the investment objectives, financial situation or particular needs of any individual recipient. Investors should
obtain individual financial advice from their investment advisor to determine whether opinions or recommendations (if any) contained in this publication are appropriate to their investment objectives, financial
situation or particular needs before acting on such opinions or recommendations. This report is intended for the residents of Australia. It is not intended for any person(s) who is resident of any other country. This
document does not constitute an offer of services in jurisdictions where IIR or its affiliates do not have the necessary licenses. IIR and/or the Participant, their officers, employees or its related bodies corporate
may, from time to time hold positions in any securities included in this Report and may buy or sell such securities or engage in other transactions involving such securities. IIR and the Participant, their directors
and associates declare that from time to time they may hold interests in and/or earn brokerage, fees or other benefits from the securities mentioned in this publication.
IIR, its officers, employees and its related bodies corporate have not and will not receive, whether directly or indirectly, any commission, fee, benefit or advantage, whether pecuniary or otherwise in connection
with making any statements and/or recommendation (if any), contained in this Report. IIR discloses that from time to time it or its officers, employees and related bodies corporate may have an interest in the
securities, directly or indirectly, which are the subject of these statements and/or recommendations (if any) and may buy or sell securities in the companies mentioned in this publication; may affect transactions
which may not be consistent with the statements and/or recommendations (if any) in this publication; may have directorships in the companies mentioned in this publication; and/or may perform paid services
for the companies that are the subject of such statements and/or recommendations (if any).
However, under no circumstances has IIR been influenced, either directly or indirectly, in making any statements and/or recommendations (if any) contained in this Report. The information contained in this
publication must be read in conjunction with the Legal Notice that can be located at http://www.independentresearch.com.au/Public/Disclaimer.aspx.
THIS IS A COMMISSIONED RESEARCH REPORT.

The research process includes the following protocols to ensure independence is maintained at all times:
1)

The research process has complete editorial independence from the company and this included in the contract with the company;

2)

Our analyst has independence from the firm’s management, as in, management/ sales team cannot influence the research in any way;
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Investment Profile

BIG STRIDES MADE IN THE RE-DEVELOPMENT OF BISANTRENE

Share price ($) as at 15 September
2017

0.35

Base Case Value ($) per share

0.44

Issued capital:
Ordinary shares (M)

65.3

Options (M)

31.0

Performance Rights (M)

10.0

Fully Diluted (M)

106.3

Fully Diluted Market capitalisation
($M)

37.2

12-month Share Price Low/High ($)

0.165/0.43

Board and Management
Directors:
Dr Bill Garner (Chairman)
Peter Molloy (CEO)
Brendan De Kauwe
Chris Ntoumenopoulos
Management:
Dr John Rothman (Chief Scientific Officer)
Major Shareholders

%

William Garner

23.6

Peter Malloy

6.3

Freeman Road Pty Ltd

2.6

Rodney Lambert

1.8

Top 20 Shareholders

48.4

Source: IRESS

Share Price
0.45

RAC is a drug development company focused on the re-development of Bisantrene for the
treatment of Acute Myeloid Leukaemia (AML). We say ‘re-development’ because Bisantrene,
a small molecule anthracene derivative, gained its first marketing approval 26 years ago.
RAC intends to make Bisantrene available for use in Europe and South Korea under a Named
Patient Program (NPP) over the next two years. The company is also seeking to gain approval
by the FDA for its drug via the 505(b)(2) route. To that end preparations are underway for an
IND filing ahead of a pivotal study. RAC believes that, subject to favourable performance in
the pivotal study, it will be in a position to seek FDA approval for Bisantrene around 2021/22.

KEY POINTS
First Batch of Bisantrene Ready for NPP: On 12 September 2017, the company announced
the completion of the production of the first commercial batch of Bisantrene. The production
is completed in two phases. The first phase of production is undertaken by Sai Life Sciences
Ltd, located in India, who are responsible for the production of the Bisantrene API. The API
is then sent to the US, for the second and final phase of production, in which IriSys LLC,
manufacture the finished product. The first batch is expected to be able to treat up to 60
patients under the NPP. A further four batches will be produced in September. Assuming the
batches will be the same size, this means the company will have enough Bisantrene to treat
up to 240 patients by September-end.
Named Patient Program (NPP) to Commence in 4Q of 2017: After the first batch of
Bisantrene has passed the quality control checks (expected in October) the drug will be
available for use under the compassionate use program that the company refers to as its
“Named Patient Program” (NPP). The company is on track to make the drug available in
France for the treatment of AML in Q4 of 2017, to be followed by its availability in Italy, Turkey
and South Korea over the proceeding two years. Sales under the NPP will provide for some
short-term revenue while the company seeks to obtain FDA approval..
FDA Confirms 505(b)(2) Pathway and Agreement Signed with the National Cancer
Institute (NCI): At a pre-IND meeting with the FDA in February 2017, the FDA confirmed
that Bisantrene qualified for the 505(b)(2) pathway in the US. This was a positive for the
development of Bisantrene and provided a clear pathway for development. After this meeting
RAC entered into an agreement with NCI that provides access and use to all the historical
data and regulatory filings for Bisantrene. This agreement completes the picture for RAC and
will assist with the company’s IND filing.
Capital Raising Completed : The company raised $2.5m in July 2017, through the successful
completion of a share placement. The company issued 12.5m new shares at $0.20 per share
to professional and sophisticated investors. This price represented a discount to the share
price at the time. The share placement boosted the cash reserves to $4.2m. We expect this
to cover the cash requirements for FY18, however, the company will be required to raise
additional capital to complete the pivotal study required for FDA approval, which is expected
to cost between $15m and $20m.

0.40
0.35
0.30
0.25
0.20
0.15
0.10
Jul-16 Oct-16 Jan-17 Apr-17 Jul-17

Independent Investment Research

Valuation: Our base case valuation for RAC remains at $0.44 per share. Our valuation is
based on a fully diluted basis. The company is expected to generate revenue over the shortterm through the sale of Bisantrene under the NPP throughout the four above mentioned
countries. While this revenue will contribute to cashflow, the company will have to raise
additional capital to fund the pivotal study, which is expected to completed over the next
three years. Given the company has no credit facility we would expect the capital to be
raised through equity placements. We note that the company has 10m options on issue that
expire in July 2018. If these options are exercised the company will raise $2.5m. The options
are in-the-money at the current share price. In addition to the potential dilutionary impact of
future capital raisings, dilution will likely result when the shares currently held in escrow are
released in July 2018. These shares will increase the number of shares on issue by 72%.
The company has taken significant strides towards the re-development of Bisantrene since
listing in July 2016. We would expect the company reaching further milestones to result in
a continued re-rating of the stock price, with the ultimate catalyst being the drug gaining
approval by the FDA. We note that our valuation only incorporates the potential market for
Bisantrene for the treatment of AML. The ability of the company to expand the markets of
use for Bisantrene offers significant upside potential.
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PROFIT & LOSS ($M)

CASHFLOW ($M)

Y/E June

2016A

2017A

2018F

Revenue

0.2

0.0

0.5

EBITDA

-0.3

-3.9

-4.2

Depreciation & Amortisation

0.0

0.3

0.3

Interest

0.0

0.0

0.0

Profit Before Tax

-0.3

-4.2

Tax Expense

0.0

Net Profit After Tax

Y/E June

2016A

2017A

2018F

PAT

-0.3

-4.2

-4.5

Adjustments for non-cash items

-0.5

-2.7

-4.7

Change in Working Capital

0.2

0.2

-0.4

Net Cash from Operation Activities

-0.3

-2.5

-5.1

-4.5

Payments for entities and businesses, net of cash
acquired

0.0

0.0

0.0

0.0

0.0

Payments for property, plant and equipment

0.0

0.0

0.0

-0.3

-4.2

-4.5

Payments for intangible assets

0.0

0.0

-1.0

Payments for other assets

0.0

0.0

0.0

0.0

0.0

2017A

2018F

Payments for acquisition of associates and other
investments

0.0

2016A

Cash

4.3

1.7

2.6

Proceeds on disposal of businesses and property,
plant and equipment

0.0

0.0

0.0

Receivables

0.0

0.0

0.0

Loans to third party/franchisee

0.0

0.1

0.0

Other Current Assets

0.1

0.1

0.1

Dividends from associates

0.0

0.0

0.0

Others

0.0

0.0

0.0

Net Cash from Investing

0.0

0.1

-1.0

Proceeds from borrowings

0.0

0.0

0.0

Repayments of borrowings

0.0

0.0

0.0

IPO costs

0.0

-0.3

0.0

BALANCE SHEET ($M)
Y/E June

Total Current Assets

4.5

1.8

2.7

Property Plant & Equipment

0.0

0.0

0.0

Intangible Assets

0.0

4.3

5.3

Investments

0.0

0.0

0.0

Deferred Tax Assets

0.0

0.0

0.0

Dividends paid to ordinary shareholders

0.0

0.0

0.0

Other

0.0

0.0

0.0

Dividends paid to non-controlling interests

0.0

0.0

0.0

Total Non-Current Assets

0.0

4.3

5.3

Proceeds from share issue

4.6

0.0

7.0

7.9

Proceeds from related party loan

0.0

0.0

0.0

Net Cash from Financing

4.6

-0.3

7.0

Cash at Beginning of the Year

0.0

4.3

1.7

FX Effect

0.0

0.0

0.0

Total Assets

4.5

6.0

Trade and other payables

0.4

0.4

0.0

Borrowings

0.0

0.0

0.0

Current tax liabilities

0.0

0.0

0.0

Net Change in Cash

4.3

-2.6

0.9

Provisions

0.0

0.0

0.0

Cash at End

4.3

1.7

2.6

Other liabilities

0.0

0.0

0.0

Current Liabilities

0.4

0.4

0.0

Key Valuation Assumptions

Trade and other payables

0.0

0.0

0.0

AUD/USD

0.75

Probability of FDA Aprroval

60%

WACC

12.4%

Cost of Pivotal Study

$15m-20m

Borrowings

0.0

0.0

0.0

Deferred tax

0.0

0.0

0.0

Provisions

0.0

0.0

0.0

Non-Current Liabilities

0.0

0.0

0.0

Europe

12%-19%

Total Liabilities

0.4

0.4

0.0

US

19%-29%

Net Assets

4.1

5.7

7.9

Gross Margin

85%

6.2

Distribution Cost:

Shareholders Equity

4.1
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5.6

Market Penetration:

Europe

25%

US

15%
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COMPANY UPDATE
Since our Initiation of Coverage report released in July 2016, the company has taken great
strides in the re-development of Bisantrene for the treatment of AML.
MANUFACTURING AGREEMENTS
 Throughout 2017, the company has secured manufacturing agreements with two
companies for the two phases of production:
(1) The company signed an agreement with Sai Life Sciences, located in India, for
the manufacture of the Bisantrene API. The initial agreement is for the supply of the
Bisantrene API for at least one year to support the sale of Bisantrene under the NPP
in Europe. The company intends that Sai Life Sciences will become the long-term API
manufacturer.
(2) An agreement was also secured with IriSys LLC, a US based company, to complete
phase two of the manufacturing process. IriSys will be responsible for the final
Bisantrene formulation and production of the finished product for distribution.
PRODUCT DEVELOPMENT AND NAMED PATIENT PROGRAM (NPP)
 With the completion of the first batch of Bisantrene for commercialisation expected
to be available for distribution in October, the company is on track to make the drug
available for use under the NPP in France for the treatment of AML in Q4 of 2017, to be
followed by its availability in Italy, Turkey and South Korea over the next two years.
 In July 2016, the company entered into an agreement with CarthaGenetics, a
Swiss based company, for the distribution of Bisantrene under the NPP in Europe.
CarthaGenetics will be responsible for the market development and awareness of
Bisantrene and all necessary regulatory approvals to allow Bisantrene to be used in each
of the target countries in Europe.
 For the sale and distribution of Bisantrene in South Korea under the NPP, the company
has entered into an exclusive agreement with BL&H. BL&H will be responsible for the
sale and shipment of Bisantrene to hospitals in South Korea and in turn will receive a
25% commission.
 In July 2017, the company announced that an agreement had been secured with the NCI
(National Cancer Institute) in the US. Under the agreement, RAC has been granted the
right to access and use all the NCI data and associated regulatory filings on Bisantrene
for the purpose of developing and supporting the IND for Bisantrene by the company.
The data provided under the agreement completes the picture for RAC and will be
invaluable for the filing and regulatory review of RAC’s IND. The agreement with NCI
was entered into after the company announced it had held it’s pre-IND meeting with the
FDA, which defined the pathway for the development of Bisantrene. At this meeting, the
FDA confirmed that the proposed development of Bisantrene qualified for the 505(b)(2)
pathway in the US, which allows for the use of historical preclinical and clinical data on
Bisantrene and provides a fast track for FDA approval. It was indicated at this meeting
that the company could proceed directly to a pivotal study without having to conduct a
phase II bridging study.
 The company has added a number of personnel since listing. These appointments
include a Head of European Marketing Operations and the establishment of a Scientific
Advisory Board (SAB). The SAB comprises three doctors, two of which are considered
leading oncologists. The SAB in conjunction with the company will be looking to finalise
the clinical trial protocol and prepare for the commencement of the pivotal study in FY18.
JV WITH TARGIMMUNE THERAPEUTICS AG
 The company has entered into a joint venture (JV) with TargImmune Therapeutics AG,
a Swiss based company, to expand the markets for Bisantrene beyond AML to include
its use for the treatment of other cancers. The JV is 50/50 has been named Race
Immunotherapies and will focus on developing new and improved cancer therapies
based on combining Bisantrene with TargImmune’s targeted cancer treatment. All new
intellectual property created by the JV will be equally owned by both parties.

Independent Investment Research

3

Race Oncology Limited (RAC)

 The JV will be independently funded with operations commencing once the funding is
in place and the agreements formally executed. RAC will provide scientific support and
Bisantrene drug product but no direct funding to the JV. All core development work will
be conducted by TargImmune scientists.
 The TargImmune technology platform was licensed from the Hebrew University of
Jerusalem. The platform encompasses a proprietary non-viral vector to target receptors
that are overexpressed on cancer cells. Once at the target cell, the vector delivers an
immun-modulating agent into the cell that triggers apoptosis (cell death). The technology
is known as Cancer Targeted Delivery of pIC (CTPIC).
 TargImmune believes therapeutic synergies can be achieved by combining the CTPIC
with Bisantrene. In turn, the anti-cancer effects of Bisantrene could be greatly enhanced
by the combination with CTPIC.
 The initial focus of the JV will be on targeting the therapeutic opportunities in breast,
lung, head and neck cancers. From this, the JV will explore the opportunities for the
treatment of other cancers, such as prostate cancer.
CAPITAL RAISING
 Post the year-end, the company successfully completed a share purchase plan of $2.5m
through the issue of 12.5m new shares at $0.20 per share. This was at a discount to the
share price. Subscribers to the placement were issued a free attaching option on a 1 for
2 basis, with an exercise price of $0.30 to be exercised on or before 30 September 2018.
 The placement was issued via two tranches: (1) the first tranche of 11.25m shares
was issued three trading days after the completion of the offer; (2) the second tranche
of 1.25m shares and the free attaching options was conditional upon the approval of
shareholders to be obtained at a General Meeting held on 30 August. The proposal was
ratified at the General Meeting.

INVESTMENT CASE
 We have retained our value of $0.44 per share from our Initiation of Coverage report
published in July 2016, maintaining our range of $0.44-$1.24 per share. Our valuation is
based on a probability weighted DCF of the potential sales of Bisantrene in the US and
Europe. We have assigned a 60% probability of the drug receiving FDA approval.
 Our market penetration assumptions detailed in the Initiation report remain unchanged.
We note that the ability of the company to achieve levels above the assumed market
penetration levels will represent upside value.
 We have not allocated any value for the potential for the use of Bisantrene in the
treatment of cancers other than AML. The use of Bisantrene in the treatment of other
cancers significantly expands the value potential for drug sales.
 While the company has made significant strides in the re-development of Bisantrene,
there remains a number of milestones to be achieved to reach the ultimate goal of
achieving FDA approval. Gaining FDA approval will be a significant catalyst for the share
price. The positive response from the pre-IND meeting in February and confirmation that
Bisantrene qualified for the 505(b)(2) pathway in the US was a positive step towards
gaining approval.
 In addition to the development risk associated with Bisantrene, there remains dilution
risk in the short-term given the significant portion of shares on issue that are currently
held in escrow and are due to be released from escrow in July 2018. This combined with
a total of 20m performance shares and options due to mature over the next 12-months
could result in some downward pressure on the share price in the short-term. Further
to this, the company will be required to raise additional capital to fund the pivotal study,
which is expected to cost between $15m and $20m.
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(a) Disclaimer

(c) Copyright Protection
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broadcasts and other media (referred to as “Content” throughout this
Legal Notice), provided on this web site has been prepared and issued
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is error free or free from viruses or defects. A user must do all that is
necessary (including using virus checking software) to satisfy itself that
accessing this website will not adversely affect its system.
For further information, please contact IIR at: client.services@
independentresearch.com.au
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