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VolitionRx

Gaining more evidence

In May 2017, VolitionRx presented the final data from its 8,000-person
clinical validation study of the Nu.Q™ Colorectal Cancer Screening Triage
Test. Patients screened with this product would have required 24.5% fewer
colonoscopies. The first potential market will be Denmark with feedback
expected in about September 2017.

Year Revenue PBT* EPS* DPS PIE Yield
end ($m) ($m) ($) () (x) (%)
12/15 0.0 (9.7) (0.54) 0.0 N/A N/A
12/16 0.0 (12.3) (0.53) 0.0 N/A N/A
12/17e 0.7 (14.1) (0.53) 0.0 N/A N/A
12/18e 25 (18.7) (0.68) 0.0 N/A N/A

Note: *PBT and EPS are normalised, excluding amortization of acquired intangibles,
exceptional items and share-based payments.

Triage test: Successful 8,000-person clinical trial

VolitionRx presented data from the validation portion of the Nu.Q™ Colorectal
Cancer Screening Triage Test clinical trial. This portion of the trial was prospective
and examined 4,076 patients with a positive fecal immunochemical test (FIT) result.
It found that it could eliminate 22% of these FIT-positive patients from needing a
colonoscopy while identifying 95% of colorectal cancer (CRC) cases. When
combined with the patients from previous portions, the total result would be a

24 .5% reduction in colonoscopies, which is remarkably close to the 25% the test
was designed for.

US trial being designed: 10,000 undiagnosed

The company announced on the Q117 conference call that it is in the design stages
for a 10,000 undiagnosed person trial in the US for the frontline CRC screening
test. This is approximately the same size of trial that was performed by Exact
Sciences to support Cologuard. We believe the Nu.Q™ trial may have similar
endpoints of 65% sensitivity for CRC and 85% specificity for advanced neoplasias.

Outlook: $2.5m to $3.0m burn per quarter

The company provided guidance on spending for 2017 of approximately $2.5m to
$3.0m per quarter, which is indicative of the company’s continued cost control.
Q117 spending was higher ($3.2m) due to $875,000 invested in a new Belgian
R&D facility. We expect this facility to enable the continued development of the
frontline CRC, lung cancer, and pancreatic cancer programs.

Valuation: Unchanged at $272m

Our valuation of VolitionRx remains unchanged at $272m, although it has
decreased slightly on a per-share basis to $10.32 per basic share from $10.40 per
basic share. We have increased the probability of success for the Nu.Q™ colorectal
triage test to 50% (from 30%) following the data from the validation study. However,
this was offset by a reduction in the value for the CRC frontline test due to delaying
the launch of the product to 2018. VolitionRx ended Q117 with $17.7m in net cash,
and we expect it to require $45m in additional cash to reach profitability in 2021.
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Triage test validation data reported

As part of the clinical development of the Nu.Q™ Colorectal Cancer Screening Triage Test,
VolitionRx has completed an 8,000-person prospective clinical trial of patients with a positive FIT
result. These patients presented at Hvidovre Hospital in Copenhagen after being identified by the
country’s CRC screening program and were followed up with colonoscopy. The trial was broken into
three sections: a 2,000-person training set in which the parameters of the test were set, and 2,000-
and 4,000-person validation sets. The company set a target of a 25% negative test rate (meaning a
potential 25% reduction in colonoscopies), and the validation data can be considered a success if it
can replicate these data. The company presented data from the final 4,000-person validation cohort
and provided an overview of the full 8,000-person data set at the Digestive Disease Week
conference in May 2017. It found that 22% of patients were negative for the Nu.Q™ test in the new
validation set, and 24.5% overall for the full 8,000-person trial. This is exceptionally close to the
25% target and based on this we can consider that the tests perform as expected in a real-world
CRC-screening setting.

Exhibit 1: Nu.Q™ Colorectal Cancer Screening Triage Test 4,000-person validation set

Result by colonoscopy n Nu.Q™
Pos Neg % Neg
No disease 1,838 1,292 546 30%
Adenoma 2,039 1,683 356 17%
Low risk 838 652 186 22%
Medium risk 698 579 19 17%
High risk 503 452 51 10%
CRC 199 191 8 4%
1 99 94 5 5%
2 41 40 1 2%
3 43 41 2 5%
4 13 13 0 0%
unknown 3 3 0 0%
Total 4,076 3,166 910 22%

Source: VolitionRx

A key comparator for this study was with a “high threshold” FIT. All patients on the study were FIT
positive at the standard lower threshold, and a potentially reasonable way of reducing
colonoscopies is raising this threshold. The high threshold FIT reduced the number of positive
patients by 36%, but at the cost of missing 9% of patients with cancer. By comparison, the Nu.Q™
triage test missed approximately half as many (4% in the 4,000-person set, 5% in the full trial) of
the real cancer patients compared to high threshold FIT. Similarly, the Nu.Q™ test was much better
at identifying patients with high-risk adenoma (90% sensitivity in the 4,000 person set, 88% in the
full trial) compared to high threshold FIT (75%).

These results set up the triage test as an attractive prospect for national cancer screening
programs. The company performed the trial in part to validate the test’s utility to the Danish
government, which will be the first region targeted. The company previously met with the steering
group in charge of the Danish CRC screening program in September 2016, and the earliest we
expect feedback on the potential adoption of Nu.Q™ in the country will be at the group’s next
meeting in September 2017.

US clinical trial in the works

The company announced on the Q117 earnings call that it is in the design stages for a 10,000-
person trial in the US for the frontline CRC screening test. The company has formed a US
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subsidiary (Volition America, Inc.) to perform the trial. This is approximately the same size as a
clinical trial used by Exact Sciences to support approval of Cologuard. The company has not
provided any more detail on the trial’s design, or provided a timeline for its initiation, although we
expect details to be forthcoming. Both the Cologuard pivotal trial and the pivotal trial for Epi
proColon from Epigenomics had the same two primary endpoints: 65% or higher sensitivity for CRC
and an 85% or higher specificity for advanced neoplasias (meaning that 85% of patients without
CRC or high-grade adenomas were correctly identified). We believe a similar target may be
required for the VolitionRx study. Previous Nu.Q™ panels have produced CRC sensitivity ratings in
the range of 81-91%, although these studies were largely retrospective in nature. Additionally we do
not have good data on specificity of the test for advanced neoplasias, although the sensitivity for
adenomas of approximately 75% has historically been one of the highest among non-invasive tests.
The company will have some leeway in determining the correct test parameters to optimize for
these two clinical endpoints, as well as additional data gained over years of testing different Nu.Q™
panels that can be optimized. We look forward to hearing more about the clinical trial design in the
coming months.

Valuation

Our valuation of VolitionRx remains unchanged at $272m, although it has decreased slightly on a
per share basis to $10.32 per basic share from $10.40 per basic share due to an increase in total
shares (26.4m from 26.1m). Some of the underlying assumptions for our valuation have changed,
although these have coincidentally balanced to no net effect. We have delayed the first sales of the
front-line CRC screening test to 2018 (from late 2017), which has decreased its NPV to $170m
from $180m. Additionally we have adjusted for lower net cash ($17.7m from $21.2m) at Q117.
These effects were offset by an increase in the probability of success for the triage test (to 50%
from 30%) based on the validation trial. We expect to update our valuation in the future with new
clinical results as well as any regulatory decisions regarding the triage test rollout.

Exhibit 2: VolitionRx valuation table

Product Main indication ~ Status Prob. of Launch Peak sales Patent Economics rNPV
commercial year ($m) protection ($m)
success
Nu.Q™  Colorectal Development 30% 2018 $404 2034 56% peak  $170
margin
Colorectal triage  Pre-commercialization 50% 2017 $42 2034 50% peak $29
margin
Lung Development 30% 2018 $145 2034 61% peak $44
margin
Pancreatic Development 30% 2018 $37 2034 58% peak $11
margin
Total $254
Cash and cash equivalents (Q117) ($m) $17.7
Total firm value ($m) $272
Total basic shares (m) 26.4
Value per basic share ($) $10.32
Warrants and options (3/2017, m) 2.1
Weighted average exercise price ($) $2.40
Cash on exercise ($m) $5.1
Total firm value ($m) $277
Non-warrant options (3/2017, m) 31
Total number of shares (m) 316
Diluted value per share ($) $8.76
Source: VolitionRx reports, Edison Investment Research
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Financials

The company ended Q117 with $17.7m in net cash, and had cash outflows of $3.2m for the quarter,
which included $875,000 spent on building the new research facility in Belgium. The company
guided to a burn rate of $2.5m to $3.0m per quarter for the rest of the year. We have pushed back
our launch timing for the front-line CRC test slightly to 2018, which enables this burn rate. We
currently model a small number of sales of the Nu.Q™ Colorectal Cancer Screening Triage Test at
the end of 2017 for the Danish screening program totaling $693,000. We expect that the company
will need $45m in additional cash to reach profitability in 2021, which we currently include as
illustrative debt ($15m in each of 2017, 2018, and 2019).
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Exhibit 3: Financial summary

$000s 2012
Year end 31 December US GAAP
PROFIT & LOSS
Revenue 55
Cost of Sales 0
Gross Profit 55

Research & Development

(

Sales, General & Administrative (1,295)
EBITDA (4,083)
Operating Profit (before GW and except.) (4,083)
Intangible Amortization 0
Other 0
Exceptionals 0
Operating Profit (4,083)
Net Interest 0
Other (39)
Profit Before Tax (norm) (4,083)
Profit Before Tax (FRS 3) (4,122)
Tax 0
Deferred tax 0
Profit After Tax (norm) (4,083)
Profit After Tax (FRS 3) (4,122)
Average Number of Shares Outstanding (m) 94
EPS - normalised (c) (43.62)
EPS-FRS 3 (§) (0.44)
Dividend per share ($) 0.0
BALANCE SHEET

Fixed Assets 1,522
Intangible Assets 1,430
Tangible Assets 91
Other 0
Current Assets 416
Stocks 0
Debtors 0
Cash 376
Other 39
Current Liabilities (695)
Creditors (695)
Short term borrowings 0
Long Term Liabilities (635)
Long term borrowings 0
Other long term liabilities (635)
Net Assets 607
CASH FLOW

Operating Cash Flow (2,315)
Net Interest 0
Tax 0
Capex 91)
Acquisitions/disposals 0
Financing 2,576
Dividends 0
Other 0
Net Cash Flow 171
Opening net debt/(cash) (348)
HP finance leases initiated 0
Exchange rate movements (40)
Other (103)
Closing net debt/(cash) (376)

Source: VolitionRx reports, Edison Investment Research
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Edison is an investment research and advisory company, with offices in North America, Europe, the Middle East and AsiaPac. The heart of Edison is our world-renowned equity research platform and deep multi-sector
expertise. At Edison Investment Research, our research is widely read by international investors, advisers and stakeholders. Edison Advisors leverages our core research platform to provide differentiated services including
investor relations and strategic consulting. Edison is authorised and regulated by the . Edison Investment Research (NZ) Limited (Edison NZ) is the New Zealand subsidiary of Edison. Edison NZ
is registered on the New Zealand Financial Service Providers Register (FSP number 247505) and is registered to provide wholesale and/or generic financial adviser services only. Edison Investment Research Inc (Edison
US) is the US subsidiary of Edison and is regulated by the Securities and Exchange Commission. Edison Investment Research Limited (Edison Aus) [46085869] is the Australian subsidiary of Edison and is not regulated by
the Australian Securities and Investment Commission. Edison Germany is a branch entity of Edison Investment Research Limited [4794244].

DISCLAIMER

Copyright 2017 Edison Investment Research Limited. All rights reserved. This report has been commissioned by VolitionRx and prepared and issued by Edison for publication globally. All information used in the publication
of this report has been compiled from publicly available sources that are believed to be reliable, however we do not guarantee the accuracy or completeness of this report. Opinions contained in this report represent those
of the research department of Edison at the time of publication. The securities described in the Investment Research may not be eligible for sale in all jurisdictions or to certain categories of investors. This research is
issued in Australia by Edison Aus and any access to it, is intended only for "wholesale clients" within the meaning of the Australian Corporations Act. The Investment Research is distributed in the United States by Edison
US to major US institutional investors only. Edison US is registered as an investment adviser with the Securities and Exchange Commission. Edison US relies upon the "publishers' exclusion" from the definition of
investment adviser under Section 202(a)(11) of the Investment Advisers Act of 1940 and corresponding state securities laws. As such, Edison does not offer or provide personalised advice. We publish information about
companies in which we believe our readers may be interested and this information reflects our sincere opinions. The information that we provide or that is derived from our website is not intended to be, and should not be
construed in any manner whatsoever as, personalised advice. Also, our website and the information provided by us should not be construed by any subscriber or prospective subscriber as Edison’s solicitation to effect, or
attempt to effect, any transaction in a security. The research in this document is intended for New Zealand resident professional financial advisers or brokers (for use in their roles as financial advisers or brokers) and
habitual investors who are “wholesale clients” for the purpose of the Financial Advisers Act 2008 (FAA) (as described in sections 5(c) (1)(a), (b) and (c) of the FAA). This is not a solicitation or inducement to buy, sell,
subscribe, or underwrite any securities mentioned or in the topic of this document. This document is provided for information purposes only and should not be construed as an offer or solicitation for investment in any
securities mentioned or in the topic of this document. A marketing communication under FCA Rules, this document has not been prepared in accordance with the legal requirements designed to promote the independence
of investment research and is not subject to any prohibition on dealing ahead of the dissemination of investment research. Edison has a restrictive policy relating to personal dealing. Edison Group does not conduct any
investment business and, accordingly, does not itself hold any positions in the securities mentioned in this report. However, the respective directors, officers, employees and contractors of Edison may have a position in any
or related securities mentioned in this report. Edison or its affiliates may perform services or solicit business from any of the companies mentioned in this report. The value of securities mentioned in this report can fall as
well as rise and are subject to large and sudden swings. In addition it may be difficult or not possible to buy, sell or obtain accurate information about the value of securities mentioned in this report. Past performance is not
necessarily a guide to future performance. Forward-looking information or statements in this report contain information that is based on assumptions, forecasts of future results, estimates of amounts not yet determinable,
and therefore involve known and unknown risks, uncertainties and other factors which may cause the actual results, performance or achievements of their subject matter to be materially different from current expectations.
For the purpose of the FAA, the content of this report is of a general nature, is intended as a source of general information only and is not intended to constitute a recommendation or opinion in relation to acquiring or
disposing (including refraining from acquiring or disposing) of securities. The distribution of this document is not a “personalised service” and, to the extent that it contains any financial advice, is intended only as a “class
service” provided by Edison within the meaning of the FAA (ie without taking into account the particular financial situation or goals of any person). As such, it should not be relied upon in making an investment decision. To
the maximum extent permitted by law, Edison, its affiliates and contractors, and their respective directors, officers and employees will not be liable for any loss or damage arising as a result of reliance being placed on any
of the information contained in this report and do not guarantee the returns on investments in the products discussed in this publication. FTSE International Limited (‘FTSE") © FTSE 2017. “FTSE®” is a trade mark of the
London Stock Exchange Group companies and is used by FTSE International Limited under license. Al rights in the FTSE indices and/or FTSE ratings vest in FTSE and/or its licensors. Neither FTSE nor its licensors
accept any liability for any errors or omissions in the FTSE indices and/or FTSE ratings or underlying data. No further distribution of FTSE Data is permitted without FTSE’s express written consent.

+49 (0)69 78 8076 960 +44 (0)20 3077 5700 +1646 653 7026 +61 (0)2 8249 8342
Schumannstrasse 34b 280 High Holborn 245 Park Avenue, 39th Floor Level 12, Office 1205
60325 Frankfurt London, WC1V 7EE 10167, New York 95 Pitt Street, Sydney

Germany United Kingdom us NSW 2000, Australia


https://register.fca.org.uk/ShPo_FirmDetailsPage?id=001b000000MfYL6AAN
http://www.edisongroup.com/

	Triage test: Successful 8,000-person clinical trial
	US trial being designed: 10,000 undiagnosed
	Outlook: $2.5m to $3.0m burn per quarter
	Valuation: Unchanged at $272m
	Triage test validation data reported
	US clinical trial in the works
	Valuation
	Financials

