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Cytori Therapeutics (CYTX - $0.30) 

1Q18: ATI-0918 Regulatory Preparation and Habeo Cell Therapy 

Clinical Developments are Underway  

CYTX reported 1Q18 result yesterday after market close with net loss of ($4.4MM) 

vs. Laidlaw ($3.8MM) and the Street ($4.4MM) estimates. Net loss/share was 

($0.07) vs. ($0.09) and ($0.05) for Laidlaw and the Street. CYTX ended 1Q18 with 

$5.9MM cash, enough for supporting operations into 4Q18, in our opinion.  

• ATI-0918 European filing preparation is in high gear. CYTX indicated that the 

process of facility validation at the San Antonio, TX plant is completing and they 

are making smaller batches of ATI-0918 for comparability test before starting the 

stability test possibly in 2H18. As such, we believe the company could potentially 

file MAA in 1H19 (with 6-month stability), and with 12-month test completed 

during the filing process in 2H19. According to this timeline the agency could make 

an approval decision, possibly in 2020, with a possible product launch the same 

year. In addition to EU, CYTX indicated that China could be another viable market 

for ATI-0918. In addition, CYTX reported that Taiwan Liposome Company has 

filed an extension for their MAA of their liposomal doxorubicin (TLC177). It is not 

yet clear as whether this might have any implication for ATI-0918. Although the 

process took slightly longer than we estimated, we believe it overall remains in-line 

with our expectation with the potential time of product launch in 2020.  

• Cell therapy developments update. Patient enrollments of the two Habeo cell-

based therapies, the European scleroderma hand dysfunction Phase II trial 

(SCLERADEC), and Japanese post-surgical urinary incontinence trial (ADRESU), 

were completed in 1Q18. As such, CYTX estimates the clinical results of the 24- 

and 48-week readout could potentially be available in 2H18 for the SCLERADEC 

study and 1H19 for the Japanese trial. Overall, we are slightly more bullish on the 

outlook of the post-surgical urinary incontinence trial due to the study design and 

the overall more favorable treatment landscape in Japan. Specifically, the clinical 

study bar is potentially lower given the study does not require a control group for 

comparison. In addition, due to the unmet need of lacking effective therapy, should 

the study demonstrate efficacy; CYTX could potentially file for approval as well as 

for reimbursement. If successful, this could facilitate adoption by physicians and 

patients taking this cell therapy in Japan. Further, the BARDA-sponsored clinical 

trial in thermal burns is underway with the study potentially to start in mid-2018.   

• Action. We are reiterating our Buy rating and $1.65 target price with probability 

adjusted sum-of-the-parts valuation. CYTX shares are undervalued, we believe, 

given ATI-0918 and Habeo cell therapy potential near and longer-term value.  
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY-18E  -0.07A -0.05   -0.05   -0.05   -0.22    N.A.  

FY-17A  -0.33   -0.19   -0.14   -0.20   -0.82    N.A.  

FY-16A  -0.41   -0.43   -0.26   -0.25   -1.28     N.A.  

FY-15A  -0.21   -0.06   -0.05   -0.06   -0.14    N.A.  
         

Source: Laidlaw & Company estimates  
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Anticipated milestones in 2018 and beyond  

 

Source: Laidlaw & Company and company presentation  

 

  

Program Indication Event Timing Importance

Scleroderma Potentially report SCLERADEC-II study result 2H18 ***

Urinary Incontinence Potentially report ADRESU study result 1H19 ***

DCCT-10 therapeutic 
Thermal Burn & 

Radiation Injury
Potentially start RELIEF study 2Q/3Q18 ***

Start stability test 2H18 ***

EMA filing 1H19 ***

EU Partnership 2018 / 2019 ****

Product launch 2020 ****

Generic liposomal 

doxorubicin in the U.S.
Potentially start bioequivalence study 2H18 ***

**** / ***** Major catalyst event that could impact share price very significantly while *** event is more informative 

ATI-0918

Generic liposomal 

doxorubicin in Europe

Habe cell therapy
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Major Risks 
 

Clinical risks of clinical study failure could have a major impact on CYTX 

share value. Despite encouraging earlier clinical study outcome in some 

indications, which potentially bodes well for a positive outlook of future studies, 

it remains too early to project the possible success of several ongoing investigator 

sponsored clinical trials.  Given that the substantial upside potential for CYTX 

shares is currently based on the success of certain studies, a failed study outcome 

or/and an unsuccessful approval application would have a significant negative 

impact on CYTX share value.   

Regulatory and/or commercial success of the ATI-0918 is less predictable.  

Although ATI-0918 has been shown to be bioequivalent to the reference drug, 

Caelyx, it might be difficult to project with greater precision on the success of 

EMA approval and European partnership with favorable term to CYTX.  Even 

ATI-0918 is launched in Europe, it might be still difficult to project, with greater 

precision, the future sales growth from the European markets. Should the sales 

performance in Europe be less successful than expected, CYTX share value could 

be negatively impacted. 

Lack of sufficient cash could impede corporate development. With additional 

financial needs to support clinical studies and other operating expenses going 

forward, the company might have to raise additional capital via either financial 

market or non-dilutive sources to advance its pipeline development.  Given it is 

possible that costs for some of the pivotal studies could be very substantial due to 

sizeable studies, the company might much prefer to find non-dilutive financial 

sources for moving the program forward.  It is possible by raising capital at a less 

favorable term; CYTX’s share price could decline. 

Risks from international exposure. A substantial portion of CYTX’s current 

revenues are derived from sales outside the U.S., especially from the European 

and Asia-Pacific regions. As such, the company is exposed to potential risks of 

currency fluctuations, as well as pricing controls, regulatory requirements and 

reimbursement practices that differ from that of the U.S. 
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Figure 1: Income Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

  

Cytori Therapeutics, Inc.  –  Income Statement

('000 $)

1Q18 2Q18E 3Q18E 4Q18E

Product revenues 4,838 4,656 2,689 731         789         821         851         3,193 4,311 5,776

ATI-0918 revenue 5,191

Amortization of intangible assets 1,225 306         306         306         306         1,224 1,261 1,299

Product revenues 4,838 4,656 3,914 1,037      1,095      1,127      1,157      4,417 5,571 12,266

Government contracts and other 6,821 6,724 3,722 917         1,664      1,911      2,009      6,501 6,761 7,031

Development revenues 6,821 6,724 3,722 917         1,664      1,911      2,009      6,501 6,761 7,031

Total Revenue 11,659 11,380 7,636 1,954      2,759      3,038      3,166      10,918 12,332 19,297

Cost of product revenues 3,186 2,715 1,318 273         316         328         341         1,258 2,026 4,389

Gross profit 1,652 1,941 146 152         168         187         205         711 1,024 5,279

Research and development 19,000 16,197 11,678 2,499 2,504 2,554 2,605 10,162 10,640 11,140

Sales and marketing 2,662 3,611 3,593 678 685 692 699 2,753 2,836 2,921

General and administrative 9,765 8,563 7,594 2,244 1,571 1,579 1,587 6,980 7,469 7,991

In process research and development acquired from Azaya Therapeutics 1,686 0 0 0 0 0 0 0

Change in fair value of warrant liability (7,668)

Operaing expense 23,759 28,371 24,551 5,421 4,760 4,824 4,890 19,895 20,944 22,052

Operating income (15,286) (19,706) (20,683) (4,352) (2,928) (2,727) (2,676) (12,683) (13,159) (9,741)

Interest income 9 19 33 14           9             11           8             42 40 41

Interest expense (3,379) (2,592) (2,049) (423)        (532)        (495)        (476)        (1,926) (2,100) (2,200)

Other income (expense), net (88) 233 13 352         99           21           34           506 186 189

Total other income (expense) (3,458) (2,340) (2,003) (57) (424) (463) (434) (1,378) (1,874) (1,970)0

Income (loss) before taxes (18,744) (22,046) (22,686) (4,409) (3,352) (3,190) (3,110) (14,061) (15,033) (11,711)

Income tax expense -           -           -           -          -          -          -          -           -           -           

Net income (18,744) (22,046) (22,686) (4,409) (3,352) (3,190) (3,110) (14,061) (15,033) (11,711)

Beneficial conversion feature for convertible preferred stock (3,977)

Net income attributable to common shareholders ($19,405) ($22,046) ($26,663) ($4,409) ($3,352) ($3,190) ($3,110) ($14,061) ($15,033) ($11,711)

Net Earnings (Losses) Per Share—Basic ($0.14) ($1.28) ($0.82) ($0.07) ($0.05) ($0.05) ($0.05) ($0.22) ($0.22) ($0.16)

Net Earnings (Losses) Per Share—Diluted ($0.14) ($1.28) ($0.82) ($0.07) ($0.05) ($0.05) ($0.05) ($0.22) ($0.22) ($0.16)

Shares outstanding—basic 140,797 17,291 32,390 60,178 61,178 65,678 66,678 63,428 69,428 72,428

Shares outstanding—diluted 140,797 17,291 32,390 60,178 61,178 65,678 66,678 63,428 69,428 72,428

Margin Analysis (% of Sales/Revenue)

COGS 66% 58% 49% 37% 40% 40% 40% 39% 47% 47%

R&D 163% 142% 153% 128% 91% 84% 82% 93% 86% 58%

S&M 55% 78% 92% 35% 25% 23% 22% 62% 23% 15%

G&A 84% 75% 99% 115% 57% 52% 50% 64% 61% 41%

Operating Income (loss) -131% -173% -271% -223% -106% -90% -85% -116% -107% -50%

Pretax -161% -194% -297% -226% -121% -105% -98% -129% -122% -61%

Tax Rate NA NA NA NA NA NA NA NA NA NA

Net Income -161% -194% -297% -226% -121% -105% -98% -129% -122% -61%

Financial Indicator Growth Analysis (YoY%)

Product revenues -2% -4% -16% 16% -14% 46% 19% 13% 26% 120%

Government contracts and other 158% -1% -45% -10% 213% 46% 132% 75% 4% 4%

Total Revenue 53% -2% -33% -35% -76% 59% 75% 43% 13% 56%

Cost of goods sold 8% -15% -51% N.A. -88% -18% 4% -5% 61% 117%

R&D expenses 26% -15% -28% -24% -16% -15% 9% -13% 5% 5%

Sales and marketing -58% 36% 0% -28% -46% -18% 27% -23% 3% 3%

G&A -39% -12% -11% 6% -26% -12% 0% -8% 7% 7%

Operaing expense -36% 19% -13% -32% -25% -14% 8% -19% 5% 5%

Operating Incomes (Losses) -53% 29% 5% -39% -48% -37% -26% -39% 4% -26%

Pretax Income -50% 18% 3% -42% -45% -34% -27% -38% 7% -22%

Net Income -51% 18% 3% -42% -45% -34% -27% -38% 7% -22%

EPS - Basic -70% 791% -35% -78% -72% -65% -77% -73% -2% -25%

EPS - Diluted -70% 791% -35% -78% -72% -65% -77% -73% -2% -25%

Yale Jen, Ph.D.  212-953-4978

Source: Laidlaw and Co. Research and Cytori Therapeutics' SEC filings

2017 2018E 2019E 2020E20162015
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DISCLOSURES: 
ANALYST CERTIFICATION 
The analyst responsible for the content of this report hereby certifies that the views expressed regarding the company or companies and their securities accurately represent 

his personal views and that no direct or indirect compensation is to be received by the analyst for any specific recommendation or views contained in this report.  Neither 
the author of this report nor any member of his immediate family or household maintains a position in the securities mentioned in this report. 

 

EQUITY DISCLOSURES 
For the purpose of ratings distributions, regulatory rules require the firm to assign ratings to one of three rating categories (i.e. Strong Buy/Buy-Overweight, Hold, or 

Underweight/Sell) regardless of a firm's own rating categories.  Although the firm’s ratings of Buy/Overweight, Hold, or Underweight/Sell most closely correspond to 
Buy, Hold and Sell, respectively, the meanings are not the same because our ratings are determined on a relative basis against the analyst sector universe of stocks.  An 

analyst's coverage sector is comprised of companies that are engaged in similar business or share similar operating characteristics as the subject company.  The analysis 

sector universe is a sub-sector to the analyst's coverage sector, and is compiled to assist the analyst in determining relative valuations of subject companies.  The 
composition of an analyst's sector universe is subject to change over time as various factors, including changing market conditions occur.  Accordingly, the rating assigned 

to a particular stock represents solely the analyst's view of how that stock will perform over the next 12-months relative to the analyst's sector universe. 
 

Additional information available upon request. 
 

# Laidlaw & Co (UK) Ltd. has not provided any investment banking services for the company (ies) mentioned in this report over the last 12 months. 
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Rating and Price Target Change History 

 

Source: Laidlaw & Company  Created by: Blue-Compass.net 
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Laidlaw & Company Rating System* 
% of Companies 

Under Coverage 

With This Rating 

% of Companies for which Laidlaw & Company 

has performed services for in the last 12 months 

Investment Banking Brokerage 

Strong Buy 

(SB) 

Expected to significantly outperform the sector over 12 
months. 

0.00% 0.00% 0.00% 

Buy (B) Expected to outperform the sector average over 12 months. 66.67% 25.93% 3.70% 

Hold (H) 
Expected returns to be in line with the sector average over 12 
months. 

0.00% 0.00% 0.00% 

Sell (S) 
Returns expected to significantly underperform the sector 

average over 12 months. 
0.00% 0.00% 0.00% 

 

ADDITIONAL COMPANIES MENTIONED 
Johnson & Johnson (JNJ – Not Rated) 
 

ADDITIONAL DISCLOSURES 
As of the date of this report, neither the author of this report nor any member of his immediate family or household maintains an ownership position in the securities of 

the company (ies) mentioned in this report. 

This report does not provide individually tailored investment advice and has been prepared without regard to the individual financial circumstances and objectives of 
persons who receive it. Laidlaw & Co (UK), Ltd. recommends that investors independently evaluate particular investments and strategies, and encourages investors to 

seek the advice of a financial adviser.  The appropriateness of a particular investment or strategy will depend on an investor's individual circumstances and objectives.  

The securities, instruments, or strategies discussed in this report may not be suitable for all investors, and certain investors may not be eligible to purchase or participate 
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in some or all of them.  This report is not an offer to buy or sell or the solicitation of an offer to buy or sell any security/instrument or to participate in any particular 

trading strategy. 

Associated persons of Laidlaw & Co (UK), Ltd not involved in the preparation of this report may have investments in securities/instruments or derivatives of 

securities/instruments of companies mentioned herein and may trade them in ways different from those discussed in this report.  While Laidlaw & Co (UK), Ltd., prohibits 

analysts from receiving any compensation. Bonus or incentive based on specific recommendations for, or view of, a particular company, investors should be aware that 

any or all of the foregoing, among other things, may give rise to real or potential conflicts of interest. 

With the exception of information regarding Laidlaw & Co (UK), Ltd. this report is based on public information.  Laidlaw & Co (UK), Ltd makes every effort to use 

reliable, comprehensive information, but we make no representation that it is accurate or complete and it should not be relied upon as such.  Any opinions expressed are 
subject to change and Laidlaw & Co (UK), Ltd disclaims any obligation to advise you of changes in opinions or information or any discontinuation of coverage of a 

subject company.  Facts and views presented in this report have not been reviewed by, and may not reflect information known to, professionals in other Laidlaw & Co 
(UK), Ltd business areas.  Laidlaw & Co (UK), Ltd associated persons conduct site visits from time to time but are prohibited from accepting payment or reimbursement 

by the company of travel expenses for such visits.  The value of and income from your investments may vary because of changes in interest rates, foreign exchange rates, 

default rates, prepayment rates, securities/instruments prices. market indexes, operational or financial conditions of companies or other factors.  There may be time 
limitations on the exercise of options or other rights in securities/instruments transactions.  Past performance is not necessarily a guide to future performance.  Estimates 

of future performance are based on assumptions that may not be realized.  If provided, and unless otherwise stated, the closing price on the cover page is that of the 

primary exchange for the subject company's securities/instruments. 

Any trademarks and service marks contained in this report are the property of their respective owners. Third-party data providers make no warranties or representations 

of any kind relating to the accuracy, completeness, or timeliness of the data they provide and shall not have liability for any damages of any kind relating to such data.  

This report or any portion thereof may not be reprinted, sold or redistributed without the written consent of Laidlaw & Co (UK), Ltd.  This report is disseminated and 

available primarily electronically, and, in some cases, in printed form. 

The information and opinions in this report were prepared by Laidlaw & Co (UK), Ltd.  For important disclosures, please see Laidlaw & Co (UK), Ltd.’s disclosure 

website at www.Laidlawltd.com, or contact your investment representative or Laidlaw & Co (UK), Ltd at 546 Fifth Ave, 5th Floor, New York, NY 10036 USA. 
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