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Pluristem Therapeutics
Ready for a big 2017

2017 will be a significant year for Pluristem as the company expands its
clinical program with a transnational Phase lll clinical trial of PLX-PAD for
critical limb ischemia (CLI). Pluristem recently put protocols in place in the
US and Europe with plans to initiate in the first half of 2017. Additionally, it
continues to make progress in its intermittent claudication (IC) Phase Il
clinical trial, which was fully enrolled as of January 2017, with data
expected in early 2018.

Year Revenue PBT* EPS* DPS PIE Yield
end ($m) ($m) ()] )] (x) (%)
06/15 04 (24.7) (0.35) 0.0 N/A N/A
06/16 2.8 (23.2) (0.29) 0.0 N/A N/A
06/17e 0.0 (29.3) (0.30) 0.0 N/A N/A
06/18e 0.0 (41.5) (0.41) 0.0 N/A N/A

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

Ready to go for CLI

The medical authorities in the US, UK, and Germany have now signed off on
Pluristem’s clinical trial protocol for CLI. This is significant, because as it is
designed, the trial should allow for approval in all territories with a single 250-
person study. The endpoint for the study will be improvement in time-to-event,
which should improve the statistical analysis enabling the small trial size. The study
should start in the first half of CY17.

A new company to support Japanese development

Pluristem recently signed a binding term sheet with Sosei Corporate Venture
Capital to form a new company to develop PLX-PAD for CLI in Japan. In return for
the product licence, Pluristem will receive 35% of the company, royalties and Sosei
will receive the remaining portion for $11m, enough capital to finance development.
The plan is to perform a 75-person Phase I/ll clinical trial, which should be sufficient
for approval in Japan on the basis of demonstration of safety.

IC trial fully enrolled

After many years of difficulty enrolling, the company’s 172-person Phase Il trial of
PLX-PAD for IC was fully enrolled as of 12 January 2017. The trial will measure
maximum walking distance compared to baseline one year after injection of PLX-
PAD cells. Therefore, we expect the study to be complete in early 2018.

Valuation: Reduced to $159m (NIS597m)

We have reduced our valuation to $159m (N1S597m) or $1.66 (NIS6.21) per basic
share, from $182m (NIS683m), or $1.87 (NIS7.01) per basic share. This was
largely due to a reduction in estimated cash due to the delay in the completion of
$30m investment from Zheshang Venture Capital. Instead the company entered a
bought offering of $17.25m for 14.1m shares and 8.5m warrants, bringing estimated
cash to $37.6m. The company reported a loss of $6.6m for Q217, compared to
$6.3m in the previous period.
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Business description

Pluristem is a biotech company, headquartered in
Israel, focused on the development of cell-based
therapeutics derived from placenta. The company
is advancing PLX-PAD for critical limb ischemia
(CLI) with a Phase Il study on hip fracture. PLX-
R18 is being advanced for acute radiation
syndrome and hematopoietic cell transplant.
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Progress on international fronts

Pluristem has been making progress toward the advancement of its clinical programs, including a
number of regulatory and commercial hurdles towards the worldwide launch of its products. In
2017, the company should be able to initiate pivotal CLI trials in the US, Europe, and Japan, as well
as enter the pivotal large animal study for acute radiation syndrome (ARS). We expect this to be
shortly followed up with topline results from the Phase Il IC trial at the beginning of 2018.

CLI protocols in place in US and Europe

Pluristem remains on track to begin a Phase Il clinical trial of PLX-PAD for both US and European
registration by the end of FY17. As part of this, it received clearance from the FDA for its proposed
trial protocol. The trial is randomized, double blind, and placebo controlled. It will enroll 250 patients
with severe CLI, who are unfit for revascularization, at 40 clinical sites in the US and Europe.
Importantly, the FDA signed off on the plan to use a time-to-event (such as amputation or death)
endpoint for the trial, as opposed to previous trials, which measured the fraction of patients with
amputation-free survival at discrete time points. The new protocol should allow the generation of a
Kaplan-Meier curve for the results, which has significantly improved statistics and ability to
discriminate between arms over the time point analysis. Kaplan-Meyer analysis is less sensitive to
the underlying baseline (assuming adequate randomization) because it does not presume the
timing of the clinical benefit. A potential downside to this protocol is that the trial could run longer
than expected if the rate of events is slower than expected. The company has stated that the trial
should start in the first half of CY17.

Pluristem also received clearance in Germany for a similar clinical program. This marks the second
country in Europe (after the UK) that has approved the protocol. The company intends to seek
approval for the treatment using the same cohort of 250 patients that will be enrolled in the US trial,
which should substantially limit costs. Additionally, the product has been selected by the EMA for
approval via the new adaptive pathway. This program should allow provisional approval after the
first 125 patients have been followed for one year. We consider early approval in Europe to be an
upside to our base case, given the clinical data and the previously stated limitations of time point
analysis, although approval of the protocol for this program speaks to the robustness of its design.

Japanese partner for CLI found: 35% equity stake for Pluristem

In December 2016, the company announced that it had signed a binding term sheet with Sosei
Corporate Venture Capital to form a new company to develop and commercialize PLX-PAD in
Japan for CLI (a definitive agreement is expected by the end of Q117). Japan is an important
market for the product and regenerative therapies in general, because the Pharmaceuticals and
Medical Devices Agency (PMDA) initiated a program to increase innovation in regenerative
medicine to address the increasing issues of the country’s ageing population. As such, regenerative
products such as PLX-PAD can be approved on a safety basis with smaller clinical trials. We
assume a higher rate of approval in Japan for this reason (20% compared to 10% in the US and
Europe). Pluristem will receive a 35% stake in the new company, as well as royalties on future
sales, in exchange for the rights to commercialize the product for CLI, whereas Sosei and partners
will retain the remaining portion in exchange for $11m in capital. We predict that this capital should
be sufficient to finance the company through the clinical development program, thereby limiting the
additional outlay for Pluristem. Future capital (or alternatively dilution) may be necessary for
commercialization. We have recorded Pluristem’s stake in the new company as a long-term
investment in our forecasts.
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Progress with ongoing trials

Pluristem has also made announcements regard its ongoing clinical studies of PLX-PAD for
intermittent claudication (IC) and PLX-R18 for ARS. It announced on 12 January 2017 that the 172
patient Phase |l trial for IC was fully enrolled. Given that the protocol follows patients for one year,
we expect the trial to be complete in early 2018, in line with previous estimates. This is a positive
development, as the trial, initiated in 2012, had previously seen significant enrolment issues that
have since been resolved.

The company also announced progress to the second animal cohort in the dosing study of PLX-
R18 for ARS. The goal of this trial is to determine the correct dosage of cells to use in a pivotal
large animal trial, based on preliminary data collected previously in mice. The current study is being
conducted by the National Institute of Allergy and Infectious Diseases, and therefore Pluristem will
not have to finance its completion. It expects that the study will be complete and it will be able to
progress to the pivotal study in the second half of 2017. An additional Phase | study is ongoing in
the US that will support the approval of PLX-R18 for emergency stock.

Valuation

We have reduced our valuation to $159m (NIS597m) or $1.66 (NIS6.21) per basic share from
$182m (NI1S683m), or $1.87 (NIS7.01) per basic share. A large portion of this adjustment is due to
the difference in predicted cash balance between the periods. Our previous valuation included the
$30m financing announced in October from Zheshang Venture Capital Co., Ltd. (ZSVC), which has
subsequently been suspended. In lieu of this, the company raised a gross of $17.25m (expected
$16.22m net) from a bought offering, although this resulted in significant share dilution (96.1m
shares compared to 80.7m for Q117, and the 97.7m estimated amount from our last report
assuming completion of the Chinese investment).

We have adjusted our future financing schedule to reflect the status of these recent deals. We
expect the company will need to raise an additional $15m compared to prior estimates to make up
for the difference between the sizes of the two deals. This brings the total future cash requirement
to $65m ($35m in FY18 and $30m in FY19). At the current stock price, this financing schedule
would require over 70% more shares.

We have also reduced the valuation of the femoral neck fracture (FNF) clinical program from
$17.80m to $10.58m as we do not foresee the program initiating in FY17 given lack of feedback
from the FDA at this time, and have therefore delayed our launch date to FY21. We have increased
the value of CLI commercialization in Japan from $6.90m to $8.88m as we see the 35% equity
stake (translating into 27% of sales) in the newly formed Japanese company as advantageous over
our previous model of a 20% royalty stake. The remaining adjustments to our valuation reflect
advancing our NPVs to the current period and adjustments to unallocated costs.
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Exhibit 1: Pluristem valuation

Development program

CLI, US

CLI, Europe

CLI, Japan

CLI, development costs
FNF (US and Europe)
ARS

IC, US

IC, Europe

IC, Japan

IC, development costs
HCT (US and Europe)
Unallocated costs
Total

Prior data Clinical stage
2x Phase | Phase IlI
2x Phase | Phase IlI
2x Phase | Phase I/l

Phase | for THR
Mouse studies

N/A Phase Il
N/A Phase Il
N/A Phase Il

Mouse studies

Net cash and equivalents (Q217 + offering) ($m)

Total firm value ($m)
Total basic shares (m, Q217
Value per basic share ($)

+ offering)

Dilutive warrants from offering (m)

Diluted firm value ($m)
Value per diluted share ($)

Source: Pluristem reports, Edison Investment Research

Financials

Phase Ill ready
Large animal study

Phase | ready

Launch
year

2021
2021
2021

2021
2020
2022
2022
2022

2023

Launch
pricing
()
22,500
13,500
22,500

22,100
N/A
11,500
6,900
11,500

29,300

Peak sales

($m)

235
247
76

171
155/contract
443
466
144

239

Patent/ Royalty/

exclusivity
protection

2036
2036
2036

2036
2036
2036
2036
2036

2036

margin

63%
59%
27%

55%
7%
57%
50%
20%

61%

rNPV
($m)

4111
38.98
8.88
(19.92)
10.58
22.83
34.90
30.92
6.50
(38.19)
7.70
(22.68)
121.62
37.59
159.2
96.07
$1.66
8.45
171.03
$1.64

Pluristem reported a loss of $6.6m for Q217, which is a slight increase from the previous quarter
($6.3m). These losses are primarily associated with R&D spending associated with the ongoing IC
clinical and the initiation of Phase Il for CLI and Phase | in PLX-R18 for incomplete engraftment

after Hematopoietic Cell Transplantation ($5.3m). We expect this spending to increase (to $23.4m

for FY17) with the advancement of the CLI program to the clinic. We have reduced our estimates
for FY17 R&D (from $25.3m) to reflect our delay in the timing of the initiation of the FNF clinical
trial, but partially offset by an increase in unallocated R&D costs for the year. These adjustments

have put an increased R&D burden in the 2018 financial year and we have increased estimates for

that year to $31.8m from $30.8m.

The company announced in October 2016 a pending $30m financing transaction with Zheshang

Venture Capital Co., a Chinese life sciences investment fund. However, it was subsequently

announced in December that the financing had been put on hold due to changes in the Chinese

regulations regarding overseas investments. The company has stated that it expects further

clarification on the results of the new policies and the viability of the deal in the first half of CY17.

We have removed the financing from our forecasts pending further clarity.

In the absence of this deal, the company decided to perform an offering in January 2017: 14.1m

shares at $1.225 per share for gross proceeds of $17.25m before fees. The deal included 8.45m

warrants exercisable at $1.40. Due to the funding shortfall from our previous report, we have

increased the FY18 funding requirement to $35m (from $20m), which we record as illustrative debt.
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Exhibit 2: Financial summary

$'000s 2014
Year end 30 June US GAAP
PROFIT & LOSS
Revenue 379
Cost of Sales (1)
Gross Profit 368
Research and development (19,542)
Selling, general & administrative (8,676)
EBITDA (29,752)
Operating Profit (before GW and except.) (27,850)
Intangible Amortization 0
Exceptionals/Other 0
Operating Profit (27,850)
Net Interest 918
Other (change in fair value of warrants) 0
Profit Before Tax (norm) (26,932)
Profit Before Tax (IFRS) (26,932)
Tax 0
Deferred tax 0
Profit After Tax (norm) (26,932)
Profit After Tax (IFRS) (26,932)
Average Number of Shares Outstanding (m) 63.5
EPS - normalized (c) (42.40)
EPS - IFRS (3) (0.42)
Dividend per share (c) 0.0
BALANCE SHEET
Fixed Assets 12,036
Intangible Assets 0
Tangible Assets 10,823
Other 1,213
Current Assets 61,987
Stocks 0
Debtors 2,263
Cash 58,819
Other 905
Current Liabilities (7,397)
Creditors (7,397)
Short term borrowings 0
Long Term Liabilities (4,503)
Long term borrowings 0
Other long term liabilities (4,503)
Net Assets 62,123
CASH FLOW
Operating Cash Flow (19,121)
Net Interest 0
Tax 0
Capex (1,573)
Acquisitions/disposals 0
Financing 12,624
Dividends 0
Other 0
Net Cash Flow (8,070)
Opening net debt/(cash) (54,213)
HP finance leases initiated 0
Exchange rate movements 0
Other 12,676
Closing net debt/(cash) (58,819)

Source: Pluristem reports, Edison Investment Research
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2015
US GAAP

379
(13)

366
(19,173)
(6,460)
(27,341)
(25,267)
0

0
(25,267)

(24.677)
(24,677)

703
(35.11)
(0.35)
0.0

11,287
0
10,173
1,114
56,868

2016
US GAAP

2,847
(100)
2,747

(19,580)

(6,486)
(25,469)
(23,319)

0
0

)

3

0

6)
6)

=)

(23,31

-

(23,24
(23,24
0
0
(23,246)
(23,246)

795
(29.22)
(0.29)
0.0

10,345
0
9,216
1,129
35,596
0
2,228

2017e
US GAAP

(29,306)
(29,306)

975
(30.06)
(0.30)
0.0

13,835
0
8,926
4,909
29,488

2018e
US GAAP

0
0

0
(31,83
(7,15

5
1
(40,872
5

)
)
)
(38,985)

0
0
)
)
0
9)
9)

(38,98
(2,52

S O

(41,50
(41,50
0
0
(41,500)
(41,509)

100.4
(41.33)
(0.41)
0.0

13,644
0
8,735
4,909
23,425
0

0
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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, advisors 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].

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. 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.
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