
 

15 May 2017 BiondVax’s FY16 business update reiterated that the company and its 
partners are on track to deliver full results from the ongoing Phase IIb trial 
with multimeric vaccine candidate M-001 by end Q217. According to plans, 
the US National Institutes of Health (NIH) will initiate the last Phase II study 
with M-001 in 2017, which will pave the way for partnering and the Phase III 
programme. Currently BiondVax is a leader in the development of a 
universal influenza vaccine. Our valuation is increased to NIS278m ($77m); 
on a per share basis it is down slightly to NIS1.7/share ($18.2/ADR) after 
the recent fund-raising. 

Year end 
Revenue 

(NISm) 
PBT* 

(NISm) 
EPS* 
(NIS) 

DPS 
(NIS) 

P/E 
(x) 

Yield 
(%) 

12/15 0.0 (10.2) (0.10) 0.0 N/A N/A 
12/16 0.0 (9.2) (0.07) 0.0 N/A N/A 
12/17e 0.0 (12.4) (0.08) 0.0 N/A N/A 
12/18e 0.0 (13.2) (0.08) 0.0 N/A N/A 
Note: *PBT and EPS are normalised, excluding amortisation of acquired intangibles, 
exceptional items and share-based payments. 

Financials: Keeping the operations lean 
BiondVax has reported end-FY16 cash and cash equivalents (cash, cash 
equivalents and short- and long-term marketable securities) of NIS27.4m ($7.1m), 
before announcing a private placement of net NIS10.9m ($2.8m) in January 2017. 
FY16 R&D expenditures were NIS7.8m ($2.0m), in line with our expected NIS7.9m 
($2.1m), while MG&A costs were somewhat higher than our estimate of NIS3.4m 
($0.9m) but, in our opinion, still reasonable at NIS4.1m ($1.1m). According to our 
model, cash reach is beyond 2019 assuming a similar level of activities. Therefore, 
Phase III studies are achievable with current cash, but will require additional 
funding which, according to BiondVax, could come from non-dilutive sources. 

All eyes on BVX-007 Phase IIb trial with M-001 
The Phase IIb trial (BVX-007) is currently in focus. It is run in partnership with the 
UNISEC European consortium and is a sixth clinical trial, bringing the total number 
of subjects vaccinated with M-001 to c 700. The last patient in the BVX-007 trial 
was treated in September 2016 and the preliminary safety/tolerability results 
released in November 2016 echoed supportive results from the previous five trials. 
According to BiondVax, final results are expected by the end of Q217. 

Valuation: Upped to NIS278m ($77m) 
Our valuation of BiondVax is increased to NIS278m ($77m) or NIS1.7/share 
($18.2/ADR), from NIS269m ($71m) or NIS2.0/share ($21.0/ADR) due to rolling our 
model forward and higher cash; on a per share basis the valuation is lower due to 
the share issue in January. Shareholders of BiondVax enjoyed a significant rally 
over the past few months; however, our valuation implies potential for more upside. 
This should be supported by the upcoming data readout from the Phase IIb trial, 
the initiation of the last Phase II trial in the US by NIH and any indications from 
BiondVax on discussions about partnering progress for late-stage development of 
M-001. 
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Final Phase IIb data any time now 

The Phase IIb trial BVX-007 was initiated in Hungary in September 2015 in collaboration with and 
financing from the UNISEC European consortium. Apart from demonstrating safety and 
immunogenicity of BiondVax’s universal flu vaccine M-001, the study aims to show (details in 
Exhibit 1): 

 the use of M-001 for better pandemic preparedness, where it can be stockpiled and used 
immediately on any pandemic outbreak instead of waiting six months for the pandemic-specific 
vaccine to reach the market; and  

 the dose sparing potential of M-001 when given prior to a suboptimal avian (H5N1) vaccine 
dose. This would be highly desirable in a pandemic when existing stockpiles of vaccine may be 
low.  

In September 2015, BiondVax announced a collaboration with the US National Institute of Allergy 
and Infectious Diseases (NIAID), part of the National Institutes of Health (NIH), to commence the 
BVX-008 trial in 180 adults in the US, which will be fully funded by the NIH. BVX-008 will also 
assess M-001’s ability to serve as a pandemic primer to H7N9 avian pandemic vaccine. According 
to the latest update, the trial should be initiated in 2017. This study is expected to be the last Phase 
II trial before moving into Phase III. More details about BiondVax’s existing clinical data and 
ongoing trials are summarised in our initiation report. 

Exhibit 1: M-001 final Phase II clinical trials 
Trial Aim Design Size (n) Status Results expected 
Phase IIb 
BVX-007 
(with UNISEC 
European 
consortium) 

M-001 as primer to 
pandemic influenza 
H5N1 (dose-
sparing potential) 

A randomised, double-blind, controlled trial. 
Primary endpoint – safety and CMI response; secondary – HAI 
response to strain in the pandemic vaccine and non-pandemic 
strains, the association between CMI marker and humoral 
immune response.  
Three arms with doses of 0.5mg and 1.0mg of M-001 and 
placebo; suboptimal dose of adjuvanted 3mcg of H5N1 
pandemic vaccine after M-001. Total monitoring for 180 days. 

219 adults  
(18-60 years) 

Last participant out 
in September 2016. 
Preliminary safety 
announced 
November 2016 

Q217 

Phase II 
BVX-008 
(collaboration 
with NIH) 

M-001 as primer to 
pandemic influenza 
A/H7N9  

A randomised, double-blind, controlled trial. 
Primary endpoint – safety; secondary – immunogenicity. 

180 adults  
(18-60 years) 

Start in 2017 2018  

Source: BiondVax. Note: CMI – cell mediated immunity assays, a method to assess vaccine’s effect; HAI – hemagglutination inhibition. 

Financials 

BiondVax is debt-free and reported end-FY16 cash and cash equivalents (cash, cash equivalents 
and short- and long-term marketable securities) of NIS27.4m ($7.1m). In January 2017, BiondVax 
raised NIS10.9m ($2.8m) in a private placement, issuing c 33.8m new shares, around 25% of the 
number of shares that existed before the issue. The institutional investor Angels High Tech 
Investments is owned by Marius Nacht, who is a co-founder and chairman of NASDAQ-listed 
Check Point Software Technologies, a large Israeli multinational provider of software and hardware 
products for IT security. BiondVax reported FY16 R&D expenditures of NIS7.8m ($2.0m), in line 
with our expected NIS7.9m ($2.1m), while MG&A costs were NIS4.1m ($1.1m), somewhat higher 
than our estimate of NIS3.4m ($0.9m). BiondVax is able to run its operations in a cost-effective way 
because its partners UNISEC in Europe and NIH in the US are funding the majority of the costs 
associated with the Phase II studies. BiondVax indicated that the cash burn is around $250k per 
month, implying current net cash position of around NIS34m ($9m) which, according to our model, 
supports operations beyond 2019 assuming a similar level of activities. Therefore, the transition to 
Phase III studies is reachable with current cash, but the initiation of the late-stage trials will likely be 

http://www.edisoninvestmentresearch.com/research/report/biondvax-pharmaceuticals/preview/
https://clinicaltrials.gov/ct2/show/NCT02691130?term=biondvax&rank=1
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with a partner on board, although the company has indicated that it will explore all options for 
Phase III funding. 

In March 2017, BiondVax announced that the Israel Investment Center, affiliated with Israel’s 
Ministry of Economy and Industry, approved a grant representing 20% of a NIS20m budget needed 
to build a mid-size vaccine factory in Jerusalem. The factory will have a capacity of up to tens of 
millions of doses of M-001. While no particular timelines or financing sources of the remaining part 
of the budget were revealed, this represents welcome non-dilutive committed funds to BiondVax. 

Valuation 

Our valuation of BiondVax is increased to NIS278m ($77m) or NIS1.7/share ($18.2/ADR) from 
NIS269m ($71m) or NIS2.0/share ($21.0/ADR). While on absolute basis our valuation has 
increased due to rolling our model forward and a higher cash position, it has decreased on a per 
share basis due to the share issue in January 2016. If we include c 111m outstanding options and 
warrants, the relative valuation on a fully diluted basis would be NIS1.0/share ($11.0/ADR). 

We value BiondVax based on a risk-adjusted NPV analysis using a 12.5% discount rate and 
including estimated cash of NIS34m ($9m) at end-April 2017. Exhibit 2 provides assumptions and 
our valuation of M-011 in each indication separately. We have included two of the three indications 
envisioned by BiondVax, namely a primer for pandemic vaccines and a primer for seasonal 
vaccination for populations at risk. M-001 as a standalone universal influenza vaccine is the 
ultimate goal for the company; however, it is the most R&D-intensive route as well, so for the time 
being we do not include it in our valuation. The company has indicated that the priming direction is 
likely the fastest way to the market and that both indications (pandemic and seasonal vaccine 
primer) have the same priority, with the final development plan to be discussed with a future 
partner. We use a risk-adjusted NPV method to value each indication separately and all our 
assumptions remain unchanged, as discussed in our initiation report.  

Exhibit 2: Sum-of-the parts summary of BiondVax valuation 
Product Launch Peak 

sales 
($m) 

Full rNPV 
($m) 

Technology 
probability 

Licensing 
deal 

probability 

BiondVax’s 
rNPV ($m) 

rNPV/ADR 
($) 

rNPV/share 
(NIS) 

Comments 

M-001 as pandemic 
vaccine primer 

2023 670  169.2  60%  30%  40.3  9.54  0.86  Full rNPV reflects the 
valuation as if BiondVax 
develops and markets M-001 
standalone assuming all 
associated costs. The 
licensing deal was modelled 
on the basis of full rNPV split 
at 25% (BiondVax):75% 
(partner). See previous report. 

M-001 as seasonal 
vaccine primer 

2027 1,380  122.9  60%  30%  27.3  6.46  0.58  

          
Net cash ($)   9.4  100%   9.4  2.23  0.22  
Valuation ($)   301.5    77.0  18.23   
Valuation (NIS)   1,090.7    278.4   1.65  

Source: Edison Investment Research. Note: WACC = 12.5% for product valuations. 

http://www.edisoninvestmentresearch.com/research/report/biondvax-pharmaceuticals/preview/
http://www.edisoninvestmentresearch.com/research/report/biondvax-pharmaceuticals/preview/
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Exhibit 3: Financial summary 
  NIS000s 2013 2014 2015 2016 2017e 2018e 
Year end 31 December   IFRS IFRS IFRS IFRS IFRS IFRS 
PROFIT & LOSS          
Revenue     0 0 0 0 0 0 
Cost of Sales   0 0 0 0 0 0 
Gross Profit   0 0 0 0 0 0 
Research and development   (5,451) (5,492) (7,906) (7,794) (7,906) (7,906) 
EBITDA     (6,932) (7,465) (10,675) (11,279) (12,006) (12,714) 
Operating Profit (before amort. and except.) (7,627) (8,142) (11,303) (11,900) (12,628) (13,336) 
Intangible Amortisation   (14) 0 0 0 0 0 
Exceptionals   0 0 0 0 0 0 
Other   0 0 0 0 0 0 
Operating Profit   (7,641) (8,142) (11,303) (11,900) (12,628) (13,336) 
Net Interest   (395) 378 1,104 2,716 265 140 
Profit Before Tax (norm)     (8,022) (7,764) (10,199) (9,184) (12,363) (13,196) 
Profit Before Tax (reported)     (8,036) (7,764) (10,199) (9,184) (12,363) (13,196) 
Tax   0 0 0 0 0 0 
Profit After Tax (norm)   (8,022) (7,764) (10,199) (9,184) (12,363) (13,196) 
Profit After Tax (reported)   (8,036) (7,764) (10,199) (9,184) (12,363) (13,196) 
         Average Number of Shares Outstanding (m)  47.9 54.3 105.5 135.1 152.0 168.9 
EPS - normalised (NIS)     (0.17) (0.14) (0.10) (0.07) (0.08) (0.08) 
EPS - normalised and fully diluted (NIS)   (0.17) (0.14) (0.10) (0.07) (0.08) (0.08) 
EPS - (reported) (NIS)     (0.17) (0.14) (0.10) (0.07) (0.08) (0.08) 
Dividend per share (NIS)   0.0 0.0 0.0 0.0 0.0 0.0 
         Gross Margin (%)   N/A N/A N/A N/A N/A N/A 
EBITDA Margin (%)   N/A N/A N/A N/A N/A N/A 
Operating Margin (before GW and except.) (%)  N/A N/A N/A N/A N/A N/A 
         BALANCE SHEET         
Fixed Assets     5,458 5,753 4,379 3,971 3,349 677 
Intangible Assets   0 0 0 0 0 0 
Tangible Assets   3,285 2,638 2,044 1,443 821 199 
Investments   2,173 3,115 2,335 2,528 2,528 478 
Current Assets     20,365 12,709 36,928 26,139 27,263 18,062 
Stocks   0 0 0 0 0 0 
Debtors   489 1,081 1,442 815 1,262 1,262 
Cash   17,863 9,612 33,470 15,705 16,383 16,800 
Other   2,013 2,016 2,016 9,619 9,619 0 
Current Liabilities     (1,782) (1,813) (1,699) (1,375) (2,080) (2,141) 
Creditors   (1,782) (1,813) (1,699) (1,375) (2,080) (2,141) 
Short term borrowings   0 0 0 0 0 0 
Long Term Liabilities     (55) (62) (69) (76) (76) (76) 
Long term borrowings   0 0 0 0 0 0 
Other long term liabilities   (55) (62) (69) (76) (76) (76) 
Net Assets     23,986 16,587 39,539 28,659 28,457 16,522 
         CASH FLOW         
Operating Cash Flow     (4,338) (7,624) (10,262) (9,688) (10,487) (11,391) 
Net Interest    133 52 (5) 35 265 140 
Tax   0 0 0 0 0 0 
Capex   (196) (30) (34) 0 0 0 
Acquisitions/disposals   0 0 0 0 0 0 
Financing   9,248 (782) 33,753 0 10,900 0 
Other   1,987 133 406 (8,112) 0 11,669 
Dividends   0 0 0 0 0 0 
Net Cash Flow   6,834 (8,251) 23,858 (17,765) 678 418 
Opening net debt/(cash)     (11,029) (17,863) (9,612) (33,470) (15,705) (16,383) 
HP finance leases initiated   0 0 0 0 0 0 
Other   0 0 0 0 (0) 0 
Closing net debt/(cash)     (17,863) (9,612) (33,470) (15,705) (16,383) (16,800) 
Source: Edison Investment Research, BiondVax accounts. Note: Liquid cash resources = cash, cash equivalents and short- and long-
term marketable investments. 
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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. is authorised and regulated by the Financial Conduct Authority. 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]. www.edisongroup.com 
EDISON ISRAEL DISCLAIMER 
Disclosure regarding the scheme to enhance the awareness of investors to public companies in the technology and biomed sectors that are listed on the Tel Aviv Stock Exchange and participate in the scheme (hereinafter 
respectively “the Scheme”, “TASE”, “Participant” and/or “Participants”). Edison Investment Research (Israel) Ltd, the Israeli subsidiary of Edison Investment Research Ltd (hereinafter respectively “Edison Israel” and 
“Edison”), has entered into an agreement with the TASE for the purpose of providing research analysis (hereinafter “the Agreement”), regarding the Participants and according to the Scheme (hereinafter “the Analysis” or 
“Analyses”). The Analysis will be distributed and published on the TASE website (Maya), Israel Security Authority (hereinafter “the ISA”) website (Magna), and through various other distribution channels.  The Analysis for 
each participant will be published at least four times a year, after publication of quarterly or annual financial reports, and shall be updated as necessary after publication of an immediate report with respect to the occurrence 
of a material event regarding a Participant. As set forth in the Agreement, Edison Israel is entitled to fees for providing its investment research services. The fees shall be paid by the Participants directly to the TASE, and 
TASE shall pay the fees directly to Edison. Subject to the terms and principals of the Agreement, the Annual fees that Edison Israel shall be entitled to for each Participant shall be in the range of $35,000-50,000. As set 
forth in the Agreement and subject to its terms, the Analyses shall include a description of the Participant and its business activities, which shall inter alia relate to matters such as: shareholders; management; products; 
relevant intellectual property; the business environment in which the Participant operates; the Participant's standing in such an environment including current and forecasted trends; a description of past and current financial 
positions of the Participant; and a forecast regarding future developments in and of such a position and any other matter which in the professional view of the Edison (as defined below) should be addressed in a research 
report (of the nature published) and which may affect the decision of a reasonable investor contemplating an investment in the Participant's securities. To the extent it is relevant, the Analysis shall include a schedule of 
scientific analysis of an expert in the field of life sciences. An "equity research abstract" shall accompany each Equity Research Report, describing the main points addressed. The full scope reports and reports where the 
investment case has materially changed will include a thorough analysis and discussion. Short update notes, where the investment case has not materially changed, will include a summary valuation discussion. The 
Agreement with TASE regarding the participation of Edison in the scheme for the research analysis of public companies does not and shall not constitute an approval or consent on the part of TASE or the ISA or any other 
exchange on which securities of the Company are listed, or any other securities’ regulatory authority which regulates the issuance of securities by the Company to the content of the Report or to the recommendation 
contained therein. A summary of this report is also published in the Hebrew language. In the event of any contradiction, inconsistency, discrepancy, ambiguity or variance between the English Report and the Hebrew 
summary of said Report, the English version shall prevail; and a note to this effect shall appear in any Hebrew summary of a Report. Edison is regulated by the Financial Conduct Authority. According to Article 12.3.2, 
Chapter 12 of the Conduct of Business Sourcebook, Edison, which produces or disseminates non-independent research, must ensure that it: 1) is clearly identified as a marketing communication; and 2) contains a clear 
and prominent statement that (or, in the case of an oral recommendation, to the effect that) it: a) has not been prepared in accordance with legal requirements designed to promote the independence of investment 
research; and b) is not subject to any prohibition on dealing ahead of the dissemination of investment research. The financial promotion rules apply to non-independent research as though it were a marketing 
communication. 
EDISON INVESTMENT RESEARCH DISCLAIMER 
Copyright 2017 Edison Investment Research Limited. All rights reserved. This report has been 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. All 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. 

Frankfurt +49 (0)69 78 8076 960 
Schumannstrasse 34b 
60325 Frankfurt 
Germany 

London +44 (0)20 3077 5700 
280 High Holborn 
London, WC1V 7EE 
United Kingdom 

New York +1 646 653 7026 
245 Park Avenue, 39th Floor 
10167, New York 
US 

Sydney +61 (0)2 8249 8342 
Level 12, Office 1205 
95 Pitt Street, Sydney 
NSW 2000, Australia 

Tel Aviv +44 (0)20 3734 1007 
Medinat Hayehudim 60 
Herzilya Pituach, 46766 
Israel 

 
 

 

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

	Financials: Keeping the operations lean
	All eyes on BVX-007 Phase IIb trial with M-001
	Valuation: Upped to NIS278m ($77m)
	Final Phase IIb data any time now
	Financials
	Valuation

