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Sesen Bio (SESN - $2.31) 

Highly Encouraging VISTA Trial 3-Month Data Set Up a Good 

Foundation for the 12-Month Primary Endpoint Readout 

Yesterday, SESN (formerly EBIO) presented the robust Vicinium in high-grade 

NMIBC Phase III (VISTA) trial 3-month results at the AUA meeting with 42% CR 

in CIS patients. We believe this outcome is setting up a solid foundation for 

potentially meeting the primary endpoint: the 12-month CR rate in cohort 1. 

• Details.  The study enrolled a total of 133 high-grade NMIBC patient relapsed from 

the prior BCG therapy. Patients are categorized into three cohorts: cohort 1 (n=87): 

is of CIS (with/without papillary disease) with cancer recurrence within 6 months 

after last BCG treatment; cohort 2 (n=6): is of CIS (with/without papillary disease) 

with cancer recurrence within 6 - 11 months after last BCG treatment; and cohort 3 

(n=40) is of papillary disease without CIS with cancer recurrence within 6 months 

after last BCG treatment. The data cut-off date was April 20, 2018. The CR rates 

were 39% (cohort 1, n=72), 80% (cohort 2, n=5) and 42% (cohorts 1&2 combined). 

Although the results would not be included as primary endpoint for the study, the 3-

month results from cohort 3 (n=34) showed a 68% recurrence-free rate. All papillary 

disease-only patients have undergone mandatory resection and deemed without 

visible evidence of disease prior to starting treatment. On the safety side, Vicinium 

therapy was well-tolerated with 72% having Grade 1 or 2 AEs and only 4% 

treatment-related SAEs. Treatment discontinued rate is <1% (n=4). 4 treatment-

related SAEs were acute kidney injury or renal failure and cholestatic hepatitis.  

• Implications. Together, we believe the 3-month clinical results are robust and likely 

build a solid foundation for a positive 12-month data readout, estimated in mid-

2019.  The cohort 1 patients are more difficult to treat (relapsed within 6 months 

post BCG) than cohort 2. We anticipate the FDA will review the totality of the data 

at 12-months given the agency’s recent guideline indicating unmet need in 2nd-line 

NMIBC including all patients relapsed within 12 months. Further, we believe the 

design of the maintenance phase of the VISTA trial with double the Vicinium 

administration vs. that of the prior Phase II study would bode well for further 

improvements in greater durable CR rate at 12-months. SESN shares lost 23% 

yesterday, and we believe this represents a buying opportunity since the outcome is 

well within the expectation. The primary endpoint readout, in our opinion, would 

likely be more robust than that of the prior studies.     

• Action. We are reiterating our Buy rating and $8 target price to reflect our bullish 

view as Vicinium is rapidly completing the Phase III study with a possible product 

launch in 2021, if approved. Our valuation is based on our DCF, NPV-driven sum-

of-the-parts and peer comparable analyses.  
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(June)  1Q 2Q 3Q 4Q FY P/E  

FY-18E  -0.11A -0.20   -0.19   -0.18   -0.68    NM  

FY-17A  -0.25   -0.30   -0.37   -0.22   -1.11 NM  

FY-16A  -0.39   -0.33   0.91   -0.15   0.09    25.7x  

FY-15A  -0.36   -0.36   -0.50   -0.54   -1.76    NM  
         

Source: Laidlaw & Company estimates   
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Figure 1: VISTA trial patient demographics  

 

Source: Company report 

Figure 2: Vicinum showed efficacy in 3-month analysis 

 

Source: Company report 

Figure 3: Safety profile of Vicinum is satisfactory 

 

Source: Company report 
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Anticipated milestones in 2018 and beyond 

 

Source: Laidlaw & Company estimates and company presentation.  

  

Program Indication Event Timing Importance

Potentially report Vicinium/durvalumab Phase I study 

biomarker results 
3Q18 ***

Report Phase III (VISTA) study 12-month interim results Mid-2019 ****

Potentially file BLA 2H19 ***

VB6-845d Solid tumors Potentially start Phase I study 2019 ***

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

Non-muscle invasive bladder 

cancer (NMIBC)
Vicinium
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Major risks 

Clinical study failure could have a major impact on SESN share value. 

Despite the robust Phase II study results of Vicinium in BCG unresponsive 

NMIBC, it remains difficult to fully handicap the outcome of the Phase III study, 

both of the 3-month interim analysis and the full 12-month readout, given the 

differences in study design.  Should the study fail to successfully meet the primary 

endpoint, SESN share value could be substantially impacted. Failures in clinical 

development of other pipeline products could have similar negative impact on 

share price as well. 

Failure or substantial delay of regulatory approval could have a major 

negative impact on SESN share value. Even if SESN’s leading and future 

follow-up pipeline products complete clinical studies successfully, risks remain 

as whether the regulatory agencies could approve the regulatory filing. If 

unsuccessful or with substantial delays due to various factors, such as requirement 

for additional studies, the SESN shareholder value could also be significantly 

impaired.    

Commercial risks remain difficult to handicap. Despite SESN’s drugs, like 

Vicinium could be approved, it may be difficult to more precisely forecast the 

commercial value of the drug due to various reasons.  Multiple factors that could 

affect the future sales of a drug include: 1) change of competitive landscape, 

possibly due to entrance of new and better drugs especially given the larger 

number of products or therapies (such as gene therapy) in development; 2) the 

pace of physician adoption for the drug use or surgical procedure, like radical 

cystectomy could continue to be the favorable treatment option by physicians; 3) 

pricing flexibility; 4) level or acceptance of reimbursement by third party insurers, 

and 5) potential change of the treatment paradigm and render some drug obsolete. 

In short, if the company’s sales substantially fall short, we believe shareholder 

disappointment could negatively impact the company’s valuation. 

Additional financings could dilute shareholder value. The company currently 

has ~$19.7MM total cash (proforma). As such, SESN would most likely need 

more financial resources going forward if they want to complete the current and 

other upcoming clinical studies and potentially participate in the 

commercialization of approved drug. Unless the company can successfully 

explore non-dilutive financial sources, the value to current shareholders might be 

reduced with additional equity offerings, unless the share price increase if the 

upside created due to greater financial resources could offset the dilution of 

current shareholders.  
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Figure 1: Income Statement 

 

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

  

Sesen Bio, Inc.  –  Income Statement

('000 $)

1Q18 2Q18 3Q18E 4Q18E

Revenues

Product revenues 0 0 -          -          -          -          0 0 0 12,241 76,770 138,190 218,818 279,538

Vicinum revenue 0 0 -          -          -          -          0 0 0 12,241 76,770 138,190 218,818 279,538

Collaboration revenue 1,331 0 -          -          -          -          0 0 0 0 0 0 0 0

License revenue 28,650 425 -          -          -          -          0 0 0 0 0 0 0 0

Total Revenue 29,981 425 -          -          -          -          0 0 0 12,241 76,770 138,190 218,818 279,538

COGS 1,836 11,515 20,729 32,823 41,931

Research and development 13,479 12,510 3,255 3,444 3,004 3,100 12,803 18,853 21,493 21,707 22,576 23,479 24,418 25,395

General and administrative 14,736 8,070 1,952 2,358 2,405 2,477 9,192 10,159 10,667 11,094 11,471 11,861 12,265 12,682

Loss (gain) from change in fair value of contingent consideration (1,100) 9,100 (1,200) 1,500 1,500 1,500 3,300 6,000 6,000 6,000 6,000 6,000 6,000 6,000

Marketing and sales 0 0 0 0 -          -          0 0 18,000 21,600 22,248 22,915 23,603

Operaing expense 27,115 29,680 4,007 7,302 6,909 7,077 25,295 29,013 38,160 56,802 61,647 63,588 65,598 67,679

Operating incomes (losses) 2,866 (29,255) (4,007) (7,302) (6,909) (7,077) (25,295) (29,013) (38,160) (46,397) 3,607 53,874 120,398 169,928

Other income (expense), net (970) 226 44           43           45           49           181 171 140 161 169 178 186 196

Income (loss) before taxes 1,896 (29,029) (3,963) (7,259) (6,864) (7,028) (25,114) (28,842) (38,020) (46,236) 3,776 54,051 120,584 170,124

Income tax expense 5 -           -          -          -          -          0 -           -           -           (1,322) (18,918) (42,204) (59,543)

Net income 1,891 (29,029) (3,963) (7,259) (6,864) (7,028) (25,114) (28,842) (38,020) (46,236) 2,454 35,133 78,380 110,580

Net income attributable to common shareholders $1,891 ($29,029) ($3,963) ($7,259) ($6,864) ($7,028) ($25,114) ($28,842) ($38,020) ($46,236) $2,454 $35,133 $78,380 $110,580

Net Earnings (Losses) Per Share—Basic $0.09 ($1.11) ($0.11) ($0.20) ($0.19) ($0.18) ($0.68) ($0.71) ($0.84) ($0.93) $0.05 $0.70 $1.54 $2.15

Net Earnings (Losses) Per Share—Diluted $0.09 ($1.11) ($0.11) ($0.20) ($0.19) ($0.18) ($0.68) ($0.71) ($0.84) ($0.93) $0.05 $0.70 $1.54 $2.15

Shares outstanding—basic 21,083 26,105 35,674 36,074 36,474 39,474 36,924 40,474 45,474 49,474 49,974 50,474 50,974 51,474

Shares outstanding—diluted 21,083 26,105 35,674 36,074 36,474 39,474 36,924 40,474 45,474 49,474 49,974 50,474 50,974 51,474

Margin Analysis (% of Sales/Revenue)

COGS 15% 15% 15% 15% 15%

R&D 45% 2944% NA NA NA NA NA NA NA 177% 29% 17% 11% 9%

G&A 49% 1899% NA NA NA NA NA NA NA 91% 15% 9% 6% 5%

Operating Income (loss) 10% -6884% NA NA NA NA NA NA NA -379% 5% 39% 55% 61%

Pretax 6% -6830% NA NA NA NA NA NA NA -378% 5% 39% 55% 61%

Tax Rate 70152% NA NA NA NA NA NA NA NA NA 35% 35% 35% 35%

Net Income 6% -6830% NA NA NA NA NA NA NA -378% 3% 25% 36% 40%

Financial Indicator Growth Analysis (YoY%)

Total Revenue 2928% -99% -100% N.A. N.A. N.A. -100% N.A. N.A. N.A. 527% 80% 58% 28%

R&D expenses -49% -7% 13% 18% -17% 0% 2% 47% 14% 1% 4% 4% 4% 4%

General and administrative 50% -45% -12% 5% 47% 25% 14% 11% 5% 4% 3% 3% 3% 3%

Sales and marketing 20% 3% 3% 3%

Operaing expense -25% 9% -39% -1% -24% 7% -15% 15% 32% 49% 9% 3% 3% 3%

Operating Incomes (Losses) -108% -1121% -35% -1% -24% 7% -14% 15% 32% 22% -108% 1394% 123% 41%

Pretax Income -106% -1631% -35% -1% -25% 7% -13% 15% 32% 22% -108% 1331% 123% 41%

Net Income -106% -1635% -35% -1% -25% 7% -13% 15% 32% 22% -105% 1331% 123% 41%

EPS - Basic -105% -1340% -55% -32% -49% -17% -39% 5% 17% 12% -105% 1317% 121% 40%

EPS - Diluted -105% -1340% -55% -32% -49% -17% -39% 5% 17% 12% -105% 1317% 121% 40%

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

Source: Laidlaw and Co. Research and Cytori Therapeutics' SEC filings
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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 & Company has received compensation from the subject company for investment banking services in the past 12 months and expects to receive or intends to 
seek compensation for investment banking services from the company in the next three months. 

 
RATINGS INFORMATION 

Rating and Price Target Change History 

 
Source: Laidlaw & Company  Created by: Blue-Compass.net 

 

 
Source: Laidlaw & Company  Created by: Blue-Compass.net 

Note the company changed its name to Sesen Bio from Eleven Biotherapeutics effective May 17, 2018. 
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Laidlaw & Company Rating System* 
% of Companies 
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% of Companies for which Laidlaw & Company 
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Investment Banking Brokerage 

Strong Buy 

(SB) 

Expected to significantly outperform the sector over 12 
months. 
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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 
 

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 

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. 
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